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5 The present application is subdivided into 16 sections, i.e.: Sections X,Y, where 

X - 1, 2, 3 or 4 and ¥ - 1, 2, 3 or 4. 

The sections where X = 1 are sections relating to the preamble to the description; the 
sections where X - 2 are sections relating to listing of the figures; the sections; where X =~ 3 
are sections relating to the description of the figures; and the sections where X ~ 4 are 

10 ^ the claims. 

The sections where Y~ 1, i.e. Sections 1.1, 2, 1, 3.1 and 4.1 and associated Figures 
i - 14 have been taken as a whole from NL-A 1 012 150 with date of filing 25 May 1999. 
Section 1,1 is the preamble to the description of ML- A I 012 150, Section 2.1 is the list of 
figures in NL-A 1 012 150; Section 3J is the description of the figures in ML- A 1 012 150 

1 5 and Section 1 .4 contains the claims of NL-A I 012 ISO, it should be clear that Sections 1.1, 
2,1, 3.1; 4,1 and the associated Figures 1 - 14 can in the tee be split off in isolation from 
the present application as an individual application without any problem. It is not preeiuded 
that these sections will be supplemented from other sections when they are split off, as will 
be clear from the remainder of the application. 

20 The sections where Y - 2, i.e. Sections L2, 2.2, 3.2 and 4.2 and associated Figures 

15 - 25 have been taken as a whole from NL-A 1 013 933 with date of filing 23 December 
1999. However, the figure numbers and reference numerals have been adjusted to prevent 
duplication with Figures 1 - 14 from NL-A 1 012 150. It should once again be clear that 
Sections L2, 2,2, 3.2, 4.2 and the associated Figures 15 » 25 can in the future be split off 

25 from the present application as an individual, isolated application, without any problem. It 
should also be clear from the remainder of this application that material from other sections 
of tliis application could be added hereto. 

Sections 1.3, 2.3, 3.3, 4.3 and the associated Figures 25 . 32 relate to a particular 
embodiment disclosed in NL 1 012 150 (that as such is identical to the content of Sections 

30 LI, 2.1, 3.1, 4,1 and associated Figures 1 -14) and further developments thereof It should 
ones again be clear that Sections 1.3, 2.3, 3.3 and 4.3 and the associated Figures 26 - 32 
can in the future be split off from the present application as an individual, isolated 
application without any problem and that this could also be done in combination with the 
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material from. Sections 1.1, 2.1, 3.1, 4.1 and associated Figures i - 14, It should also he 
clear from the remainder of this application that material from other sections of this 
application could be added hereto. 

Sections 1-4, 2.4, 3.4 and 4.4 relate to a number of inventions, such as, inter alia, 

5 m , $ Ue< { icuiar embodh sen < 1 t e ubj ct ^ v Sect ons 1.1,2.1, 

3,1, 4.1 and 1.2, 2.2, 3.2 and 4.2. 'Various aspects from Sections 1.4, 2.4, 3.4 and 4.4 aad 
associated figures, on their own or in combination with materia! from other sections and 
flames, could also lead to split-off applications in the folate. 

Where reference is made below to Section XX this is intended to be a reference to 

1 0 Sections 1.1,2.1,3,1 and 4, 1, and the associated figures. Where reference is made below to 
Section X.2. this is intended to be a reference to Sections 1.2, 2.2, 3,2, 4.2 and the 
associated figures. Where reference is made below to Section X.3, this is intended to be a 
reference to Sections 1.3, 2.3, 3.3, 4.3 arid the associated figures. Where reference is made 
below to Section X.4, this is intended to be a reference to Sections 1.4, 2,4, 3.4, 4.4 and fite 

15 associated figures. 

Where the term "first, second, third embodiment and/or first,, seeond, third, etc. 
aspect" or "invention'' is used in a Section X.l, X.2, X.3 or X.4 in the present application, 
this must be read as relating to the relevant Section X. l, X.2, X.3 or XA It is thus possible, 
for example, for mention to be made of a first embodiment in Section 3,3 and for fids to he 

20 a different embodiment from a first embodiment mentioned in Section 3,4, 

in ail sections of this application a portal fixing device is understood to be a device 
which is fixed to a vascular wall provided with a passage and is positioned around said 
passage in order to feed through said passage, for example, a cannula or other surgical or 
medical instrument or vascular fixing device or implant, such as valve or ring fixing 

25 device, or the obturator prosthesis fixing device to be mentioned below. The opening 
delimited by the tubular element of such a portal fixing device can be (temporarily) fully 
open, but can also be occluded by a (temporary) membrane, sphincter or valve mechanism. 
Such a portal fixing device can also serve as a coupling piece for a cannula or a working 
conduit., which may or may not he provided with said membranes, sphincters or valves. In 

30 the case of the last-mentioned applications, the portal fixing device can first be joined to 
the vascular tissue or element, after which the portal fixing device is joined to the cannula 
or the working conduit, it is also possible for the portal fixing device already to he 
integrated with the cannula or working conduit, so that only the join to the tissue has to 
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take place. After removal of the easmila, medical or surgical mstruuient, implant, working 
conduit, etc. via or from the portal fixing device, the portal can be closed off by means of a 
cap. Such a cap can be made of or covered by aattcoagt - ial, such a? carnon, 
carbon, coating, urethaae, tuethane coating, heparin, heparin-iike materials, but also by 

5 vascular u ue ox perk trdium, which ma> oi ma> not be m en- herself, or 

vascular prosthesis materials such as, for example, Dacroa or Teflon, That side of the cap 
which can come into contact with the blood cars also consist of a network structure, which 
is optionally coated with absorbable material such as, for example, PDS, to promote the 
growth of endothelial cells 

10 in all sections of this application an obturator prosthesis fixing device is understood 

to be a device for fixing an obturator prosthesis, optionally the entire obturator prosthesis 
itself, which can be used to close one or more holes or cavities in blood vessels or organs, 
such as, for example, in the case of an atrium or ventricle septum defect, rupture of fee 
ventricle septum or aorta, true or fa! e e s - sms, fistulas, etc. It is optionally conceivable 

15 wife this arrangement tor the tubular element already to be closed on the inside from the 
start and, for example, to assume the form of a closed disc. The materials which can be 
used for this will consist of the same materials or coatings as mentioned above for the cap 
for closing off the portal fixing device, in any event on fee side or sides winch can come 
into contact with blood. 

28 Where STS anastomosis is mentioned in any section of tills application, this refers to 

a so-called side-to-side anastomosis. 

Where ETS anastomosis is mentioned in any section of this application, Ms refers to 
a so-called end-to-side anastomosis. 

a „ 1 iastomosis s mentioned in at sccti n !< » application n^sretersto 
25 aso-c; - nd anastomosis. 

Wherever tube-like or tubular is mentioned in any section of this application it will 
be clear that this can also be understood to mean tube-like or tubular elements which are 
short in fee axial direction, or ring-like or annular elements. 

it is pointed out that where reference is made in any section to inner Oange. outer 
30 1; e \xtom la e toj f.aree In \ kp< etc said Un v *eN can a ^ s •> no ett-u 
flanges which extend uninterrupted or flanges which extend with interruptions (which then 
are thus made up of flange sections with gaps between them). 
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The present tnvestioa rctes to a cardiac prosthesis fixing device comprising a 
tubular eiemem which can be accommodated within a valve annulus of a heart and is 
S provided with a bottom flange and a top flange, the bottom and top flanges extending in the 
peripheral direction of the tubular element, and the bottom and top Usages having a first 
position in which they extend outwards from the tubular element in order to he able to 
accommodate the valve annulus between them, 

A cardiac prosthesis fixing device of this type is disclosed in US-A 3 14} 742 and in 
10 US-A 3 574 MS. 

US-A 3 143 742 discloses an inner ring 3, provided with external screw thread, and 
two rigid flanges provided with corresponding internal screw thread. By screwing fee 
ft&uges over the inner ring die flanges can be turned towards one another in order to clamp 
the annulus in the vertical direction. Arc-shaped clasps are also provided between the 
13 -flanges, the points of which clasps are driven outwards as the flanges are turned towards 
one another, in order to pierce tissue close to the valve annulus for fixing. 

US»A 3 574 §65 discloses two flanges which can be joined to one another via a snap- 
fit joint in order to enclose tissue between them. With this arrangement the snap-fit joint is 
obtained by pressing an annular section, which widens towards the outside and has been 
20 formed as an integral whole with the cue '.flange, into an annular recess, which widens 
towards the outside. In the other flange. In addition, pins, which extend to the direction 
from the one flange to the other flange aid which, when die flanges are snapped together, 
pierce the tissue to be accommodated between the flanges, are also provided for fixing. 

When fitting a valve prosthesis to replace a natural heart val ve, in general the natural 
25 so-called valve cusps are cut away, after which the natural valve annulus remains behind at 
the location of the original valve. The natural valve annulus is a ligament on the inside of 
the blood vessel which extends in the peripheral direction of the blood vessel and forms a 
local Constriction in the blood vesse \s ve prosthesis t uuentb uta< sd to this valve 
annulus. Notwithstanding what is known from the abovementioned US-A 3 143 742 and 
30 US-A 3 574 865, general practice Is that a so-called suture nag made -t textile material 
consisting of synthetic fibres (usually Dacron or Teflon) is attached to the valve annulus by 
suturing, A second annular, rotatabla housing containing the valve cusps has already been 
located in this suture ring during production. In this context the valve prosthesis can be 
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entirely synthetic, but can also be an animal or human donor prosthesis. Fixing the suture 
ring in place, referred to as suturing in, is a tinie-ootisriming activity which on average 
takes 30 io 60 minutes. Throughout this time the heart hay been stopped with the aid of a 
>x > h t i. u^ s (.v t i ! •> t u " s i t ec > ea ■> I 

5 operation. 

-> ! *eart is damaging h v t a >portio the time io 

which the heart is stopped. Consequently, what it comes down to is that the shorter the 
period for which the heart is stopped the better this is for the patient. There is thus a need 
for a fixing technique which takes only little time, at least in any event takes appreciably 

10 less time than the current manual suture technique. Furthermore, the fixing technique must 
fee reliable in the sense that the fixing is reliable and essentially leak-tight Insofar as the 
devices disclosed in IJS-A 3 143 742 and OS- A 3 574 865 meet this requirement, the 
positioning of, in particular, the bottom flange, that is to say the flange facing the heart, is, 
however, difficult since this flange has to pass through a local constriction in the form of 

15 the valve annulus, which has a diameter smaller than that of the bottom flange. Moreover. 

:axing number o mils invasive*', in 

this case there is then little space available for surgical suturing of the suture ring or for 
complex manipulation of separate components. There is thus a need for mechanisation or 
robotixation of the implantation. 

20 The aim of the present invention is to provide a heart valve fixing device which 

makes reliable fixing of the heart valve prosthesis to the natural heart or a blood, vessel 
possible, which fixing moreover can he produced relati vely rapidly and preferably demands 
few manual fixing operations. 

Fhese aims re achieved with a cardiac prostht i tx » device t v 1%tN nli 

25 in the preamble in that the bottom flange is bent, or can he bent, reversible, against a 
resilient forct from the fit r cond po the p xtion * .he 

bottom flans; e ! 1 << \s ? si 1 * on 

m . os w thin the periphe r ^ fi ; j ixed or 

can be fixed in said se< mdj noon in such a wa> that the fixing can be released in order to 

30 bend hack the bottom flange towards the first position under the influence of said resilient 
force, 

hi the case of the cardiac prosthesis fixing device according to the invention the 
terms bottom and top flange are intended primarily to differentiate between a first and a 
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second flange. The terms- bottom mi top are certainly not intended to differentiate between 
a flange located in a lower position and a flange located In a higher position relative to one 
suiother in the vertical direction. The bottom flange is in particular understood to be the 
flange which, when feeding the cardiac prosthesis fixing device towards the fixing 
5 location, is located on that, side of fee valve anmdus which faces the heart and has to pass 
through said valve annuius when positioning the cardiac prosthesis fixing device in order 
to be able to accommodate the valve annuius between the two flanges. If the direction hi 
which the cardiac prosthesis fixing device is fed towards the valve annuius were to he 
vertical, the so-called bottom flange is then actually the flange located at the top and the so- 
li) called top flange is actually the flange located at the bottom. 

When fitting the cardiac prosthesis fixing device, in particular when bringing it into 
its: position, the bottom flange will already have been fixed to the tubular element or 
integrated therewith and have been brought into its second position, also referred to as the 
extended position, and fixed in place. Taking into account that the diameter of the tabular 
15 element is sized such that this fits between the valve annuius, this means that the bottom 
flange is able to pass through the valve annuius when in its second position. After the 
bottom flange has been inserted through the valve annuius, the fixing of the bottom flange 
can be released or removed, after which the bottom flange is able to return to the first 
.position, or at least towards the first position, under the influence of the resilient force. 
20 Thus, the bottom flange is then able, in the first position, as it were to hook behind the 
valve annuius and, together with the top flange, which optionally can be fitted afterwards, 
to enclose the valve annuius. With this arrangement the valve annuius is enclosed between 
the bottom and top flanges and then acts as a reliable fixing point for fixing the cardiac 
prosthesis fixing device and valve prosthesis provided therein or valve prosthesis which 
25 may still have to he fitted therein. Because the valve annuius locally constricts the passage 
in which the valve prosthesis has to be fitted, the cardiac prosthesis fixing device according 
to the invention can be moved relatively easily through the relatively wider passage since 
the tubular element and the bottom flange in its second position have a diameter which is 
able to pass through trie valve unuh s uu thus have a liameter which makes feeding 
30 through the passage, in particular a blood vessel, in the direction of the valve annuius 
possible. With this arrangement the tubular element and the bottom flange in the second 
position can optionally have an external diameter such that the whole can be fed through 
the passage to the annuius with some play. So as to be able to allow the tubular element to 
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abut tightly on die valve annulus, which, mter alia, promotes sealing, the mbular element 
will have a diameter such that, or at least will be chosen by the ..surgeon with a diameter 
such that, it can be accommodated in the valve annuius with some stretching of the latter. 
According to a further particular embodiment of the invention, it is advantageous if 
5 the top ilange is bent, or can be bent rovers bh Iron the Ors p >sition, against a res . at 
•force, into a second position in which the projection of the top ilange on a radial transverse 
srface of the tub* e i dally on and/or v bin the periphery of the 

tabular elem 

nanner t ed in order to cause the top fangs to bend hack in 

10 the direction of the first position under the influence of said resilient force, In tins way It is 
possible tor the top flange already to be fixed to the tubular element, and optionally 
integrated therewith, before fitting the cardiac prosthesis fixing device and, at the same 
time, to ensure an adequate play in the passage via which the cardiac prosthesis fixing 
device has to be fed to its destination, the valve aanulus, or at least to ensure easy feeding 

IS to said valve anauius. After ah, the top flange also can then have a diameter narrower than 
1 > t , <^ th \ s vvlnci - to he fed. 

Both in. the case of the bottom flange and in the ease of the top flange, if the latter has 
at least bee \ hen >r is ben ? > a sec; no posit on the xing in I x 

position eat s pxoch >er oi leration can be given, inter alia, to 

20 making the cardiac prosthesis fixing device of a so-called memory metal, such as, for 
example, a nickel-titanium alloy. With such a construction the bottom and top flanges can 
be brought from the first position into the second position in order then, as it were, to 
ireeze in said second position. This fixing can then be cancelled by heating the cardiac 
prosthesis fixing device, or at least the respective memory metal part thereof, above a 

25 certain temperature, after which the bottom, and optionally the top, flange return to their 
first position under the influence of the pretensioning. With this construction the so-called 
second position is, as it were, a frozen position which is cancelled by exceeding a certain 
temperature or at least releasing the frozen pretensioning forces. With this construction the 
temperature above which the fixed second position is released can be adinstcd by means of 

30 suitable choice of the composition of the memory metal alloy, Rele&sable fixing in me 
second position can also be achieved in other ways. This will be further discussed further 
below. 

In order to achieve clamping of the valve ammtus it is advantageous according to the 
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invention it in the first .position, the axial spacing between the bottom and the top flange, 
in particular the outside edges thereof, is less than the thickness of the valve anmiius to be 
accommodated between them in order to he able to clamp the valve aamiltfs between the 
bottom and top flanges in. the assembled position. Specifically, on returning from the 

5 second position to the first position the bottom and top flanges will come Into contact with 
the valve an * bei < 1 : died first positio it a point in time when there 

is still residual pretensioning force present in order to bend back the bottom and, 
respectively, top flange further in the direction of the so-called, first position. 

Clamping of the valve ammtus can, moreover, also he ensured or, supplementary 

1 0 thereto, also further ensured if the bottom and the top flange in the first position are in a 
position in which they are preteosioned facing towards one another. This can be achieved, 
for example, by making the cardiac prosthesis fixing device available to the medical 
specialist with a spacer damped between the bottom and top flanges, Before fitting the 
heart valve fixing device the bottom and, if appropriate, also the top flange must then be 

15 brought into and fixed into i tsiheir second position, the spacer then being removed. 

The bottom and. top flanges can each be a flange extending uninterrupted around the 
periphery of the tubular element. However, it is also very readily conceivable to construct 
both the bottom flange and the top flange or one of these two flanges as an interrupted 
flange. In this context the flange constructed as an interrupted flange can, as it were, consist 

20 of flange lips or flange fingers which are separated from one another in the circumferential 
direction by cut-outs or incisions. Assuming an essentially round tubular body and cut-oats, 
the angular spacing between adjacent flange Hps or fingers can then be, for example, 5, 10 
or more degrees. The cut-outs or incisions can also extend over a much smaller angular 
spacing of I degree or even less* in which case the incisions are more or less pose incised 

25 slits. In order to facilitate, in particular, bringing the bottom and/or top flange from a first 
into a second position and causing the bottom and/or top flange to return from said second 
position to the first position, it is particularly advantageous according to the invention if the 
bottom and/or top flange comprises a number of fingers arranged distributed around the 
periphery of the tubular element tnd t uated n i one another b; - - Is • n , cut-outs or 

30 folds >< >re, it can also be t i < fly also the 

outer flange have a more or less uninterrupted and art interrupted section. For example, the 
central section of the. flange can be uninterrupted (which improves the seal with the 
annulus) and the peripheral section can be constructed as an interrupted section with 
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lingers (which promotes firm fixing to the tissue). 

In order, in particular, to restrict the number of further manual or a! asi ? 
operations, and thus the duration of the operation, after fitting the cardiac prosthesis fixing 
device, it is advantageous according to the invention if the tubular element is integrated 

5 with a valve or ting prosthesis oi * tth . , prefiu j 5 - % - mod or q tnds - on . t . dtereof In 
this cone t h m hat the v« ve or ring prosthesis or 

housing thereof has already been fixed to the tubular clement prior to fitting or, in fee 
extreme case, has been formed as an integral whole therewith. In practice, fixing of the 
valve prosthesis to the tabular element will preferably take place in such a way that the 

10 valve prosthesis is still tamable relative to the tubular element {about a longitudinal axis of 
the tubular element) in order to be able accurately to position the valve prosthesis. 

With a view to accessibility of the tubular dement during implantation, in particular 
the fixing to the srurormding tissue, it can be advantageous according to the invention if the 
tabular element and the valve prosthesis are assembled together only after implantation of 

15 the cardiac prosthesis fixing device. With a view to this it is advantageous according to the 
invention if the tubular element is provided with a lower limit in order to prevent a valve 
prosthesis positioned in the tubular element after implantation of the cardiac prosthesis 
fixing device from beoomis i > n from the tubular element 

and/or with a top closure in order to prevent a valve prosthesis fitted in the tubular element 

20 after implantation of die cardiac prosthesis fixing device from becoming detached in the 
upward direction from the tubular element. With this arrangement the lower limit and top 
closure do not necessarily have to be provided at the bottom and the top, respectively, of 
the tubular element. The point at issue here is thai the lower limit prevents the valve 
prosthesis from being able -to detach from the tubular element in die down* rd i cdot 

25 and that the top closure prevents the valve prosthesis from being able to detach from, the 
tubular element in the upward direction. According to one embodiment, the lower limit can 
comprise a stop, such as an inward-pointing rib extending in the peripheral direction, 
arranged inside the tubular element at the bottom thereof. According to the invention the 
top closure can comprise a screw ring or snap-fit ring and/or resilient lips. It is also 

3d o~>ru ,i s «\! I n Mx s o > x > ! -> N 1 m w v 

elements. In this context consideration can be given, inter alia, to internal screw thread in 
the tubular element which is able to interact with external screw thread on the valve 
ke closure. 
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In order to improve the clamping of the valve annulus, it is advantageous according 
t 0 the invention if the bomm and top togss are at least partially arranged in accordance 
with a sinusoidal pattern in the peripheral direction of the tubular element, The reason for 
this is that the valve annulus, in particular in the case of an aortic valve, follows a 
5 sinusoidal pattern and that in this way Use bottom and top flanges can be matched to the 
path of this sinusoidal pattern. The shape of the valve annulus will in general be dependent 
on the type of heart valve, such as aortic valve, mitral valve, pulmonary valve or tricuspid 
valve. Practice has shown that in other respects more or less standardised dimensions, in 
particular as far as the so-called diameter is concerned, can be maintained for the various 
10 types of heart valves. What this comes down to is that the heart valves are made available 
in various standardised sixes and that, before or during the surgical operation, the correct 
size for the patient is determined and the correct standardised heart valve or cardiac 
prosthesis fixing device is taken. 

As far as the shape and size of natural heart valves are concerned, it can be pointed 
1. 5 out in a general sense thai natural heart valves consist of two or three valve cusps which are 
attached to the heart or a major blood vessel along a rim or a ligament This rim or 
ligament the valve annulus, can be calcified to a greater or lesser extent, which is usually 
the case if a valve prosthesis has to be fitted. The mitral valve consists of two valve cusps 
and the annulus in the case of a mitral valve is located in a more or less fiat plane. The 
20 aortic valve consists of three valve cusps, the attachment of the valve cusps being half- 
moon-shaped, as a conseq uence of which the natural annulus of the aortic valve has a half- 
moon shape with three troughs at the location of the middle of the valve cusps md three; 
peaks at the location of the commissure The shape of the opening is more or less circular 
in the case of the three-cusp aortic valve and is somewhat kidney- or bean-shaped m the 
25 case of the two-cusp mitral valve. In principle^ the cardiac prosthesis fixing device 
according to the invention can he used with any type of heart valve. According to the 
invention, this means that the so-called tubular element according to the invention does not 
have to have a circular shape, certainly in the case of a so-called mitral ring prosthesis. The 
shape of a . > - ' - " i u < <> > ' aceordmc 10 the 

30 invention could, in essence, also he kidney-shaped or bean-shaped as well as circular. 

hi particular if the cardiac prosthesis fixing device is intended tor fixing an aortic 
valve pro sthesis, the sinusoidal path of the bottom and top flanges will have a length of 
three sine pc 3 tog v> ' an ing f e circum : m * ti tubular body, in particular in 
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the case of a cardiac prosthesis ixing device for an aortic vals^e prostiiesis, it is jforihermare 
also very readily conceivable that the tubular element is a smusoidally wave-shaped ring or 
smusoidally wavs I ement with three sine periods. 

It' the vahe anon us to be av>.omn on * n dv hotvm a\i tny Hanges has a 

5 sinusoidal shape three periods long, as is the ease with the annates of the aortic valve, it is 
advantageous acc ding to d n enm a 5 

the top and bottom flanges comprise flange segments for clamping fee sine wave 

troughs of the valve anmsius, which flange segments are preferably positioned 

approximately 120° apart; and/or 
10 - the top and bottom flanges comprise flange segments for clamping the sine wave 

peaks of the valve annates, which flange segments are preferably positioned 

approximately 120* apart; and/or 

fee top and bottom flanges comprise flange segments tor clamping the sine wave 
origins of the valve annates, which flange segments are preferably positioned 

15 approximately 60° apart 

The advantage of this is that la fee ease of such a sinusoidally wave-shaped valve annates 
said valve anauias can he gripped by means of a segmented, in general discontinuous 
bottom .flange and optionally discontinuous top ilange. With this arrangement fee point of 
fixation to the valve annates, that is to say the sine wave peaks and/or sine wave troughs 

20 and/or sine wave origins, can be chosen depending on the anatomy and/or condition of the 
valve annates of the patient concerned, from fee standpoint of accessibility, it will 
frequently be preferable to opt for clamping fee sine wave peaks, which are, in fact, on fee 
side facing away horn the heart, which in general is the easiest to' reach. However, 
depending on the anatomy and/or condition of the valve annutes, other locations lor 

25 clamping die valve annuias can be chosen, depending on fee patient. The fact feat the 
fixing of the cardiac prosthesis fixing device becomes more reliable and robust wife more 
i. h t ping p t 1 t . 1 1 at be urtl e 

ensured by making the segments sufficiently broad and/or making the top flange 
continuous and optionally rigid (that is to say not hendahle into a second position) and/or 

30 using supplementary additional segments and/or constructing the tubular body such that it 
is m oversized fit in the valve annuias (which is then stretched somewhat) and/or some 
other means. 

In order to improve the closure along the outer surface of fee tubular element and to 
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be able reliably to ensure ibis, it is advantageous according to the invention if the outer 
surface of the tubular element is concave, in mis context it is optionally eves possible for 
this concavity to continue into &e bottom and/or top .flange, which bottom and/or top 
flange then, 35 it were, form the ends of the concavity. 
5 In order fnrthei o mprove the anchoring > fixing of the cat se r besi fixing 

device according to the invention it is advantageous according to the invention if the 
bottom and/or top flange or fingers of the bottom and/or top Sang -e -ovided with 
anchoring means, such as barbs, points or rotmhenmgs, for anchoring in the valve aanulus. 
Said barbs, points or roughenings, referred to in general as anchoring means, can then 

10 penetrate into the tissue of the valve annulos and fasten therein. For the same purpose it is 
also possible for roughening* to be provided on the outside of the tabular element 

Although, according to the invention, use cart be made of memory metals, such as 
nickel-titanium alloys, which are Sxable/freezable in a pretensioned state, it is preferable 
according to the invention if the cardiac prosthesis fixing device further comprises fixing 

15 means for releasably fixing the bottom ami/or top flange in the second position. Such fixing 
means can comprise at least one annular element, such as a sleeve, ring or suture, which are 
placed or can be placed around the bottom and/or top flange, when the flange is In the 
second position, in order to fix the bottom and, respectively, top flange in their second 
position. When the cardiac prosthesis fixing device has then bees brought into place inside 

20 the valve annuius, the fixing means can be removed or the fixing effect thereof can be 
cancelled. According to a particularly preferred embodiment, the fixing means comprise a 
sleeve in which the tubular element with the bottom flange in the second position and 
optionally the top flange in the second position can be accommodated or have been 
accommodated in such a way that the tubular element, the bottom flange and the optional 

25 top flange can be pushed out of the sleeve by retracting the sleeve from the tubular element 
in the longitudinal direction facing away from the bottom flange. In this way the entire 
heart valve fixing device, which may or may not already be provided with the heart valve 
musuvsj* aecmnrroea^d t a^le«v<_ c^n t } . w annulus, 

after widen the sleeve ears be withdrawn and the bottom and, optionally, top flange can 

30 return to a first position so that the bottom aim top flanges together are able to 
^Mjr.r ,we he %a\e moaks However uCv« -am^ to me invention it .si'" very 
readily conceivable for the fixing means to comprise a suture, such as a ligature, which is 
stretched t >und the he two ends o the 
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suture to run over the outside N t t e tuht at element 

which faces away from the bottom flange hi order to be -fixed in place at that side or 
beyond th t ; nd i < remove the suture aft i i end of the 

suture by pulling on the other end of the suture and those pans of the suture running over 
5 scans. Such art embodiment with 

hich ing th« bottom fiaoge niu ! i - t i 

en provided with the 

v ih^ prosil ch a case it is less sensible & 

remove, or at least to cut through or cut, the suture around the bottom flange between the 

10 valve cusps. This is because the valve cusps could easily be damaged while doing this. 
With this arrangement the guide means through which the suture sections preferably run 
have the advantage that cutting of the sntnre into the valve annuius tissue is counteracted 
when pulling away the suture. The guide means themselves can also be constructed such 
ftai they are also removable and then are withdrawn after removing the suture. Fixing 

15 means, such as a suture or Hgattrre, can s v cvantageousiy used with the top 

flange. Since the latter is still accessible from above after fitting, without going through the 
tubular element, guide means are superfluous and the suture will not have to run over the 
tubular element either on the inside or on the outside. If the valve prosthesis itself, that is to 
say the replacement for the valve cusps, is placed in the tubular body only after fitting and 

20 luring the tubular body, the ends of the suture for fixing the bottom flange in the second 
position can then also run through the tubular body on the inside to the accessible top 
thereof since it is also possible via the passage through the tubular element to reach the 
bottom thereof In order to remove the suture. 

The cardiac prosthesis fixing device according to the invention can be used both with 

25 completely synthetic heart valve prostheses and with biologic®! heart valve prostheses, 
which can originate from animal or human donors and which may or may not have steam, 
The cardiac prosthesis fixing device according to the invention can also he used with so- 
called ring prostheses, which are used to "repair" the diameter of the opening of a leaking 
valve (usually the mitral valve) by constricting this by means of a ring only, This ring can 

30 be placed inside and constrict the diameter of the opening by being engaged by the annuius. 
Such ring prostheses can be uninterrupted or interrupted and can be round or bean 'kidney - 
shaped. 

As tar as the flanges are concerned, the cardiac prosthesis fixing device will in 
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particular have been made of a actively sfir material. The flanges can themselves be 
bendahte against a resilient force or earn opfionaUy be motmtedos supports, such as arm- 
like bodies, which are beadahle against a resilient force. The cardiM prosthesis fixing 
device according to the invention can, in particular, have been produced from a metal 
suitable for implantation. In practice for such applications metals are frequently coated 
with a carbon coating to counteract clotting* The cardiac prosthesis fixing device, and m 
particular also the flanges thereof, can be coated on the outside with textile-like material in 
order to make tissue ingrowth possible and for leak-tight covering of the gap between fee 
tubular clement and the valve annulus. Materials of this type are usually made ofDacron or 
Tetlon-iike synthetic fibres. This textile-like material can also have been treated with 
substances which counteract blood clotting and/or infections, 

in accordance, with the invention, the cardiac prosthesis fixing device according to 
the invention can also very readily be used for fixing vascular prostheses in major vessels. 
In this respect the term cardiac prosthesis fixing device must therefore be considered to be 
broader than a fixing device for fixing prostheses in passages or conduits through which 
blood flows* 



SECTION 1.2 



The present invention relates to a prosthesis fixing device, such as for a cardiac 
prosthesis, comprising a tubular element intended to lie, when the cardiac prosthesis fixing 
device is in the fitted position, with the outside in contact with the peripheral wall of part 
Of the circulators' system and to accommodate a valve prosthesis inside it. the tubular 
element having pins arranged distributed around the periphery, which pins penetrate the 
peripheral wall when the device is in the fitted position. 

A cardiac prosthesis fixing device of this type Is disclosed in US-A 3 143 742, This 
device comprises two ilange-like rings which are mounted on a common sleeve provided 
with screw thread and can be moved towards one another over said screw thread by 
screwing in order to clamp anmuus tissue or possibly some other type of circulatory system 
wall tissue between them. Both flange-like rings are provided with passages through which 
anchoring pins can be pressed outwards. With this arrangement the pins are shaped as an 
arc of a circle and pressure is exerted on the pins which run through passages in the one 
flange-like ring by the other flange-like ring on moving the two flange-like ring elements 
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towards one another, so as to emerge at the outside in order to penetrate circulator) 1 system 
wall tissue. This known cardiac prosthesis fixing device has a number of disadvantages. 
One stenifieant disadvantage is that the fitting of this known cardiac prosthesis fixing 
device, in particular the damping of the annnius tissue and simultaneous penetration of the 
5 circulatory system wall tissue by the pins, is much less simple than it appears. Firstly, the 
flange-like rings make it more difficult to position the cardiac prosthesis fixing device in 
place since these rings must have m external diameter greater than that of the anaalus to be 
clamped and therefore it is relatively difficult for them to pass through the annulus to be 
clamped. In order to move the fiange-like elements towards one another the inner sleeve, 
1 0 provided with external screw thread, has to be turned whilst the ring- Life Sang s have to be 
prevented from taming with the sleeve. Turning the Inner sleeve, provided with external 
screw thread, for this purpose will, inter alia, require some force and partly for iMs reason 
is difficult to operate remotely by means of ca&eter-hfce aids. Furthermore, there is a risk 
that some turning of the inner sleeve relative to the ring-like flanges can already occur 
15 when manoeuvring the sleeve into its destination, as a consequence of which fee points of 
the pins can emerge outwards prematurely. These points can then damage the wall tissue of 
the circulatory system. Furthermore, it must be pointed oat that according to Fig, 10 of US- 
A 3 1:43 742, the points of the. upper pins already protrude beyond the upper fiange-ltke 
ring in advance and thus will already be able to give rise to tissue damage on manoeuvring 
20 me ring into its position. Furthermore, the cardiac prosthesis fixing device according to 
US-A 3 143 742 consists of a relatively large number of separate components, which is not 
only a disadvantage from the cost point of view but, moreover, also makes production 
more difficult and, perhaps even more importantly, increases the risk of failure. If just one 
of the pins cannot be pushed properly outwards, this is sufficient to impede further 
25 screwing of the ring-like flanges towards one another and thus to make the reliability of fee 
fixing of the cardiac prosthesis fixing device uncertain. 

nt v« ion > to pi v e an rproved ; udiae pr< 1 
device of the type indicated in the preamble, in particular, the aim of the invention is to 
provide a c i -is 

30 to the fixing on fitting. 

The abovementioned aim is achieved according to the invention in that each pin is 
t ! he tubular element mam amer which 

permits swinging about a hinge axis, such as via a fold line or bending line, and in that the 
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aims and pins are movable, by swinging about the Bage axis, -from an insertion position, is 
which they are essentially located inside the tubular element, into a fixing position in which 
at least the pins, viewed in the radial direction, project outside the tubular element. Because 
die pins are completely inside the tubular clement, that is to say inside an imagmar) 

5 , u ' f „ i ■ u ! - ' ' ' ' ! 

on ceding the eard <• prosth< i ing device to its destination, die pins arc not able 
prematurely to come into contact with the sunwrading tissue material of the circulatory 
system and thus are not able to impede manoeuvring of the device to its destination and 
possibly to cause damage. Furthermore, the cardiac prosthesis fixing device according to 

10 the invention can be produced as an integral whole, although, if desired, it can also be 
made up of a number of components. A fiu-iher advantage is that swinging the arms, with 
the pins thereon, outwards in order to penetrate surrounding tissue of the circulatory system 
can be achieved in a manner which is not only very simple but also very reliable, inspection 
afterwards also being readily possible. For example, use can be made of a balloon to be 

15 inflated within the circumferential plane defined by the arms or of another type of element 
that is capable of exerting forces directed radially outwards, Visual Inspection from the 
inside can take place afterwards using known means, by checking whether all arms, and 
thus also tire pins formed thereon or fixed thereto, have swung sufficiently far outwards. 
In order to be able to ensure with a high degree of certainty that the pins, or at least 

20 the points at the ends thereof, are not able to come into contact with surrounding tissue of 
the circulatory system while manoeuvring the pins into their destination, prefer >U 
according to the invention i f the pins are located within the longitudinal boundaries of the 
tubular element in the insertion position and if the tubular element is provided with radial 
passages located alongside the pins in the radial direction, in particular slit-shaped passages 

25 extending in the longitudinal direction of the arms, such that the pins emerge through these 
passages on swinging from the insertion position into the fixing position. Thus, the tubular 
element will completely shield the pins from sun ton system 

icuvrin i is d t 
In order to simplify the outward swinging of the arms, with the pins provided 

30 thereon, it is preferable if the amis, viewed in the .longitudinal direction of the tabular 
element, extend essentially in said longitudinal direction. This makes it possible, certainly 
if all amis ire orientet in the \ame direction with respect to fbx 01 is to swing 

said arms outwards by pressing a ring or forcing body, having a diameter greater hum the 
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diameter Jet rm those parts of the & c 1 t , rthesttothe 

inside aid a dimeter smalle r than the internal diameter of the tubular eiemeat, between fee 
arms in the longitudinal direction into the tubular element. Such a forcing body could be, 
for example, the valve prosthesis, or at least a surrounding ring thereof. Furthermore, it is 
5 pointed out that it is certainly not necessarily the ease that this forcing body has to be 
pre sed L > N < mis b> means of a ipressi < b < at it very readily 

possible for said forcing body to be driven into the tabular element from one side by 
pulling a pull element, joined to the forcing body, from the other side. In this context it is 
particularly preferable if the arras, viewed from the hinge axis, point away from the heart in 

10 the inst ot 

According to a further advantageous embodiment, each arm can have at least two, in 
particular two, pins, in this way the robustness of the fixing can be improved and, 
moreover, it is possible to penetrate the valve aaaulus from opposing sides. 

In order to Improve not only the fixing of the cardiac prosthesis fixing device, but in 

15 particular also the seal thereof with the surrounding t issue of the circulatory system wall, it 
is preferable according to the invention if the tubular element has a bottom and/or top 
flange extending in the circumferential direction of the tubular element, which flange, at 
least in the fitted position, projects outwards with respect to the tubular element in order to 
come into contact with, or at least to overlap, the bottom or, respectively, the top of the 

20 valve atmuius. in order, in particular, to make it possible with this arrangement for die 
bottom or, respectively, top flange to point outwards with respect to the tubular element 
after positioning of the cardiac prosthesis fixing device at its destination, it is preferable 
according to the invention if the bottom or, respectively, top flange has a number of flange 
fingers separated from one another by incisions, cut-outs or folds and arranged distributed 

25 around the periphery of the tubular element, in this way it is possible to maintain the 
bottom or, respectively, top flange in the position in which it is extended with respect to the 
tubular element, or optionally in the inward-pointing position, while manoeuvring into its 
destination and to bend the bottom or, respectively, top flange into a position in which it 
points radially outwards only when it is at its destination, in order to ensure that the valve 

30 prosthesis to be fitted after positioning the cardiac prosthesis fixing device is not able to 
detach from the cardiac prosthesis fixing device, it is preferable according to the invention 
if me tubular element is provided with a lower limit in order to prevent a valve prosthesis 
placed in the ! . ar e meat after implantation i f die cardiac pros! s aes ice from 
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detaching from the tnbnhtr element in the downward direction, aad/or with a top closure in 
order to prevent a valve pn • \ 1 tattoo of the 

cardiac prosthesis fixing device tram detaching from, the tubular element in the upward 
direction. With this arrangement, the lower limit can be a st $p an - , is the tube! ,5 

5 element at the oofs thereof, such as an hv (.rd-pointi.ee j b extending in the 
s r< tmf - ' * ring or a 

snap-ht ring id/or t ip fit lips 

in order always to be able to orient the valve prosthesis in a specific de 
with respect to the circulatory system, irrespective of the precise rotational position of the 

10 cardiac prosthesis fixing device, it is preferable according to the invention if the valve 
prosthesis can be accommodated in the tabular element such mat It can be turned about its 
longitudinal axis, for example by means of a screw thread connection, a bayonet 
connection or a combination of a peripheral recess in the one pari and one or more ribs ■oft. 
ths other part interacting therewith, the cardiac prosthesis fixing device preferably also 

IS being provided with a twist lock in order to be able to tlx the tubular body and the valve 
prosthesis In a desired position with respect to one another. 

In order to be able to ensure that the pins penetrate the valve annuius as much as 
possible, in the case of a sine wave -shaped valve aanuhis, as is the case with the annuius of 
the aortic valve, it is preferable according to the invention if the arms and fingers are 

20 arranged at least partially in accordance with a sine wave-like pattern in the peripheral 
direction of the tubular element, in tins context, it is parfieu ar!> preferable it ths sine wave 
path has a length of three sine periods together spanning the periphery of the tubular body. 
Furthermore , according to the invention it can be advantageous in this context if the tubular 
element is a sine-wave-shaped ring or sine-wave-shaped cylindrical element with three sine 

25 wave periods. 

In order to facilitate the outward swinging of the arms prow, - $ 

surrounding wail tissue is penetrated by the pins, and in particular to restrict or at least to 
reduce as far as possible the exerdon of forces on the cardiac prosthesis fixing device 
\ 3. it 1 > * ? u 5 n \ i ic s.< th 

30 pirns have been bent, or can be bent, against a resdient force from an initial position, 
corresponding to essentially the fitted position, mio the insertion position and are fixed or 
can oc fixed in said s k n „ 1 v \ \ „\ ed in ordet 

to cause the arms provided with pins to bend back to, or at least in the direction of, the 
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fitted position under the influence of the resilient force. 

In order to improve the abutment of the cardiac prosthesis fixing device with, a valve 
annulns and, in particular, die seal with said valve annulus, it is preferable according to the 
invention it t least p t < < n uiar element is concave. 

S With regard to the material is Claims 28 - 3S of this application, considered 

separately ir»-m the othet claims, reference can be made .for embodiments and further 
explanation to Netherlands Patent Application 1 012 150 which was filed on 25 May 1999, 
has not previously been published and is Incorporated as an integral part of this PCX 
application by means of Sections 1.1, 2.1, 3.1, 4,1 and associated Figure* I - 14. 

10 

SECTION 13 

The present invention relates to a fixing device for fixing to vascular wall tissue, 
comprising a tubular dement which can be accommodated within a passage surrounded by 

15 vascular wall tissue and is provided with bottom fingers arranged distributed in the 
peripheral direction of the tabular element and with top fingers arranged distributed in the 
peripheral direction of the tubular element, the bottom and top fingers having a first 
position in which they project outwards from the tubular element with respect to the axial 
direction of the tubular element in order to be able to accommodate between them the 

20 vascular wall tissue, surrounding the passage. 

A fixing device of this type in the form of a cardiac prosthesis fixing device is 
disclosed in US-A 3 143 742 and m US-A 3 574 $65. These publications have both already 
been discussed at the start of Section 1.1 and therefore it now suffices to refer to the 
description given there, which can be considered as being incorporated here. 

25 When fitting a fixing device, such as, in accordance with the present invention, in 

particular a vascular prosthesis fixing device, a portal prosthesis fixing device or an 
obttu ttor p? dug device, in a passage surrounded by vascular wad tissue, the 

ix ievice will have gage oi he 

least pan of the device will also have to pass through this passage. Furthermore, the fixing 
30 device usually has to be fed via the circulatory system to the passage in which the fixing 
device lias to be fitted. When it has reached its destination, the fixing of the fixing device 
to the vascu , longed 

period and p nerahij :tive > produce 
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The aim of the present invention is to provide an improved fixing device, for fixing 
to vascular wail tissue, which meets the above requirements. 

According to the invention said aim is achieved in that both the bottom and the top 
fingers have been bent aside, or can be beat aside, reversibiy, against a resilient force, from 

5 the first position into a second position In which the projection of the bottom and top 
fingers on a radial transverse surface of the tubular element is located essentially on and/or 
within the periphery of the tubular element; and in that the bottom and top fingers are fixed 
or can be fixed in said second position by a sleeve in which the tubular element and at least 
part of the bottom and top lingers which are in the second position have been 

10 accommodated or can be accommodated such that the tubular element, the bottom fingers 
and the top fingers can be slid completely out of the sleeve by sliding the sleeve in the 
longitudinal direction of the tubular element, in order to allow the bottom and top fingers to 
return to the first position. In the so-called first position, which essentially corresponds to 
the position after fixing, tire fingers project outwards with respect to the tubular body in 

15 order to accommodate between them the vascular wall tissue that surrounds the passage in 
which die fixing device is to he fitted. The fingers are., as it were, directed, against a 
resilient force, along the tubular body, or at least along the Imaginary tube surface defined 
by the tubular body (if the tubular body is shorter or appreciably shorter in the axial 
direction than the longitudinal direction of the fingers) and held in said position, directed 

20 along the tubular body or optionally within the tubular body, by placing a sleeve around the 
whole. The sleeve is then inserted through the passage, in which the fixing device is to be 
fitted, until it is correctly positioned, after which the sleeve is withdrawn in one direction in 
order to release first the bottom fingers (or possibly the top fingers) and then the other 
fingers* the top fingers (or possibly the bottom fingers), and to allow these to return to their 

25 original position under the influence of the resilient force, generated on bringing into the 
extended position, and in doing so to accommodate between them the vascular wad tissue 
surrounding the passage. This enclosure between them can be clamping, but it is also 
conceivab i \ e as inch t i this wa> or 

)tioi j ombinafion. clamp e; \ t mdn vascular v. f 

30 sleeve also makes it easier to feed the device to its destination, that is to say the passage in 
> f<Mug lj\ne u u ' . j \ i i n> trnt ttsc 

means with which the fixing device is fixed to the surrounding vascular wail tissue, thai is 
to say the top and bottom fingers and possibly supplementary anchoring means, remain 
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shielded from summoning tissue and thus are not able to damage this surrounding tissue. 

Although it is not essentia!, it is advantageous according to the invention if the 
bottom and top lingers extend essentially asdaUy in opposing directions in the second 
position. What is achieved in this way is that the bottom and top fingers move towards one 
5 another in order to accommodate vascular wad tissue between them, However, it is not 
entirely precluded that the bottom and top fingers extend in the same, axial direction from 
the tubular body or the sleeve arranged around the tetter, in which case it Is then an 
advantage if the bottom lingers are shorter than the top lingers or, vice versa, that the top 
fingers are shorter than the bottom fingers, so that first the one type of fingers and then the 

10 second type of lingers go into their first position. A corollary of this embodiment will 
usually be that the sleeve is first partially slid off, in order then to position the fixing device 
precisely in place, and only then to slide tire sleeve completely off. 

According to a further advantageous embodiment, the bottom and top fingers will, in 
the first position, extend in the radial directum with respect to the tabular body. 

IS According to a farther advanta . imeoi the sleeve is provided with an end 

which is sloping or tapered or curved wife respect to the axial direction thereof. M 
particular said sloping, tapered or curved end will have been made sharp close to the 
outermost end of t he sleeve. What this amounts to in the ease of the sleeve being cut off at 
a slope is that the sloping cut runs at an angle of less than 45° with respect to the axial 

20 direction. This has the advantage that the sleeve can be used in order first to cat a passage 
of suitable size at the location where the fixing device has to be fitted, or to cut the passage 
somewhat larger if it is not large enough. It should be clear that the end edge of the sleeve 
will be made sharp for this purpose. 

According to a further advantageous embodiment, it is possible, by, in the case of a 

25 tapered sleeve, leaving the central part of the tapered end of the sleeve open, to draw the 
sleeve up over a guide wire. Such embodiments are, for example, useful when producing 
STS or ETS anastomoses or when fitting prosthesis fixing devices, cannulas or working 
conduits. The sleeve can. then be used for joining end-to-side to a major vessel (this, as it 
were, produces a T-joini) in order to form a passage in the wail of the major vessel. With 

30 this embodiment it can furthermore be advantageous if the ends of the bottom fingers span 
a surface which is sloping, tapered or curved with respect to the axial direction of the 
sleeve when the fingers are in the second position. In particular, this surface spanned by the 
ends of the bottom fingers will then follow the same course as the surface spanned by the 
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sloping, tapered or curved end of the sleeve. 

According to a -further advantageous embodiment of the Invention, the bottom and/or 
the top fingers can have pointed ends. Such pointed ends can then provide for penetration 
it the surrounding vascular -a as! tissue, so which case it is then possible that no clamping 
5 ; - >h«s toi r w u> \asce « ^ai t ssuc tvtw».vn me k>u>>m and a o finders has to take 
place at ail Such clamping is, however, advantageous. 

According to a further advantageous embodiment, h their ii i position the )ottoo 
and'Or top fingers define a flange surface extending uninterrupted or with interruptions 
around the tubular element The fingers can then be, as it were, flange fingers, as discussed 
10 in Section X, I. 

The fixing device according to Section X.3 can advantageously fee constructed in 
accordance with various preferred embodiments as described in Section X, ! , 

In die case of die fixing device according to Section X.3 the terms bottom and top 
fingers are primarily intended to differentiate between first and second fingers, lite terms 

1 S bottom arid top fingers are certainly not intended to differentiate between fingers located at 
a lower position and fingers located at a higher position win* respect to one another in the 
vertical direction. Bottom fingers arc in particular understood to be the fingers which are 
located closest to the fixing point on feeding to the fixing point, or, in the case of bottom 
and top fingers pointing in opposing axial directions in the second position, point towards 

20 the fixing point, in which latter case the bottom fingers will also pass through the fixing 
point in order to be able to accommodate the vascular wall tissue around the fixing point 
between the bottom and top lingers. 

SECTION 1.4 

25 

According to a first aspect of Sections X.4, the invention relates to a vascular fixing 
device for fixing the end of a vessel. 

Such vascular fixing devices are known, for example for joining two blood vessels 
end-to-end. in tins case use can be made of a fixing device which is attached to the end of 
30 the vessel and is then coupled to a fixing device which is joined to the end of another 
vessel. However, it would also be possible to join the ends of the two vessels to one 
another at the same time. 

According to this first aspect of Sections X A the ate of the invention is to provide a 
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vascular fixing device for fixing to m <a*d of a vessel by means of which the end of the 
vessel can be fixed rapidly and efficiently to the fixing device. 

According to the first aspect of Sections X.4, the abovemenuoned aim is achieved by 
providing a vase i i lofavesse comprising: 

5 - a tubular body having an inner .flange formed thereon for accommodating in the 
interior of the end of the vessel; 

an outer flange to be located, in a fixing position, around the end of the vessel, 
around and in contact with the outside of the vascular wall tissue, which outer flange, in 
said fixing position, runs around the inner flange and overlaps the latter, the outer flange 

10 being bendabie or bent from the fixing position, against a resilient force, into a 
pretensioned fitting position located further away from fee inner flange, and the outer 
flange, in said pretensioned fitting position, being fixabie or fixed in such a way that said 
fixing can be released in order to cause the outer flange to bend back in the direction of the 
fixing position under the influence of the pretension. 

15 Hje fixing device can be fixed relatively easily to an end of a vessel by inserting the 

inner flange in the end of die vessel after the outer flange has first been brought into its 
preteassoned fitting position. The fixing of the outer flange is then removed and the outer 
flange is allowed to return to its fixing position under fee influence of the pretension in 
order, in said fixing position, together with the inner flange to clamp the vascular wail 

20 tissue located around the end of the vessel With t s ! the mner flange can be a 

rigid inner flange. The inner flange can he, for example, a cylindrical body, in which case 
the tubular body wife inner flange formed thereon can be referred to as a single cylindrical 
body. The end of the vessel must then be slid over the rigid inner flange, the external 
diameter of which will then preferably be approximately equal to or smaller than the 

25 £ vessel. 

In order to facilitate he us net sage int< si, it can 

acc rd 2. u iiment oi the rst sspec ot Sects n X>4 be 

advantageous if the inner flange is bendabie or has been hem from the fixing position, 
against a resilient force, into a pretensioned fitting position located a greater distance away 

30 from the outei flange and if the inner flange is fixabie or has been fixed in said 
pretensioned fitting position in such a way that said fixing can be released in order to cause 
the inner flange to bend back in the direction of fee fixing position under fee influence of 
fee pretension. With this arrangement the llmettoning of the inner flange is essentially the 
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same as that of the outer flange. 

According to an Mvaatageous emboclmisnt of the first aspect of Section X.4, the 
outer .flange, and optionally the inner flange, will have been made from a snperelastic metal 
alloy or an alloy with a shape memory which has been activated/can be activated by heat, 

5 such as a rockel-dtaniuin alloy, for example nltinoi.. Using an outer flange and optionally 
an inner flange, made .from such a material it is possible to bring said flange from the 
fixing position into a fitting position and to freeze the flange concerned in said fitting 
position. The frozen position can then, be released by heating the flange concerned to above 
a certain temperature. This temperature can very well be in the region of the body 

10 temperature, for example approximately 38° to 40*, or even lower than the body 
temperature. 

According to a further advantageous embodiment of the first aspect of Section X.4, 
in the fitting position the outer flange extends in a direction essentially opposed to that of 
the inner flange and the outer flange is fixed or is fixahle in said fitting position by means 
IS of a sleeve in which the outer flange is accommodated. By subsequently sliding off or 
otherwise removing the sleeve, the outer flange is then released and is able to snap back, 
for example through approximately ISO*, into a position naming parallel to the inner 
•flange, in which position the outer flange and the inner flange together clamp the end of the 
vessel. 

20 A fixing device for producing an ETE anastomosis {'where two vessels are joined to 

one f s usly according c * 

of Section X.4 if the fixing device comprises two of said inner flanges, which extend 
essentially in the extension of one another, and two of said enter flanges, which in fee 
fitting position are essentially located transversely with respect to the inner flanges with the 

25 i ne another With such an embodiment the outer flanges can be held in 

their fitting position by mentis of a mechanical fixing, for example if the fixing device 
comprises a U-shaped annular element opening towards the middle, in which the ends of 
the outer flanges can be accommodated or are accommodated in the fitting position. 
According to a furthei device can, n accoi 

ts pro\ nice ii rcntnd wit ;age 

According to a second aspect of Sections X.4, the invention relates to a fixing device 
for fixing in a passage surrounded by vascular wail tissue. 
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Fixing devices of this type are needed, for example, to produce a so-called ETS 
anasfomosii. for fixing a. portal in a vessel wail for u cannula, working conduit or other 
type of surgical or medical instrument orimpteni to be inserted via the vessel wall or as a 
coupling piece for a cannula or working conduit. Fixing devices of this type in accordance 
5 with the invention can also be useful for sealing undesired cavities, passages or 
connections in a vessel wall or hollow organ, such as, for example, a hole in the atrium or 
ventricle septum, 

The aim of the invention according to this second aspect of Section X.4 is to provide 
a fixing device for fixing in a passage surrounded by vascular wail tissue, which fixing 
10 device can be fitted easily, rapidly and reliably, 

To this end the invention in accordance with the second aspect of Section, X.4 
provides a fixing device &r fixing in a passage surrounded by vascular wall tissue, 
comprising: 

a tubular element that delimits a passage, 
IS - an outer flange on die tubular element to come into contact, at the access side of the 
passage, with die vascular wall tissue surrounding die passage, 

an inner flange made up of inner ilang< ;egnii nt . 
wherein each inner flange segment is arranged on an arm, one end of which is attached to 
die tubular element in a manner which allows swinging about a hinge axis, such as via a 
20 fold line or bending line, and 

wherein the amis and flange segments arc movable, by swinging about the hinge 
axis, from an insertion position, located essentially within the outline of the passage, into a 
fixing position in which the inner flange segments, overlapping the outer flange, can come 
into contact, on that side of the passage which faces away from the access side, with the 
25 vascular wall tissue surrounding die passage. 

The access side is understood to be that side of the vascular wad tissue from which 
he e i n the cas« i\ i es t v, : e t e insid 

or d^e outside. The fixing device is brought into position by bringing the outer flange of the 
fixing device, from the access side, into contact with the vascular wad tissue around the 
30 passag then moving the arms with in e segments fro he u u io r it s 

into the fixing position. In file fixing position the vascular wail tissue surrounding the 
passage w i segments and the outer flange. With 

this arrangement it is very readily conceivable that the inner flange segments, or parts 
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thereof, also penetrate the vascular wall tissue. This can be useful in particular with a view 
to firm anchoring. With this anmigement the arms- with inner Sang* segments can be 
brought into their fixing position by exerting a force on the arms, for example by pressing 
an annular or tubular article between, the arms wuh t net ac - - 1 stents Such an annular 

5 or tubular article can be ; for example, a eammla, an obturator cap to be placed in me fixing 
device ot be end oi vessc ^i,," - .K oined > the >vided with 

a former fixing device. The amis with flange segments can, however, also have been bent 
inwards into their insertion position against a resilient force and automatically return to 
their fixing position after the fixing is removed. Sucn a fixing can be a mcch 

1.0 impediment, such as a suture or ligature stretched mound the arms w. mg egments. it 
can also be highly advantageous to make the amis and inner flange segments, or at least the 
arms, from a saperelasfie metal alloy or an alloy with shape memory which has been 
activated or can be activated by heat, such as a nickel-titanium alloy, for example nitinol 
As has already been indicated above in connection with the first aspect of Section X4, the 

IS arms with inner flange segments are then able automatically to return to their fixing 
position fiom a freezing position after this has been cancelled, for example by heating the 
arms with inner flange segments to a certain temperature. 

In order to prevent a further construction to be connected to a fixing device, winch 
may or may not already have been implanted, being inserted too deeply through the fixing 

20 device t s a ■ - in accordance with the second aspect according to Section X.4 if 
the; tubular element is provided with a lower limit in order to prevent a prosthesis,, such as 
an obturator cap or vascular prosthesis or cannula, placed in die tubular element after 
implantation of the fixing device, from detaching from the tubular element in the 
downward direction, in order to prevent the further construction detaching from a fixing 

25 device in the opposite direction, it is advantageous if the fixing device is provided with a 
top closure in order to prevent a prosthesis, such as an obturator cap or vascular prosthesis 
or cannula, placed in die tubular element after implantation of die fixing device, from 
tieiaehtrg * > nent h< upward direction Sine \> z ad aspect of 

Section X.4 in particular is a more detailed embodiment of the invention according to 

30 Section X.2, the I m that ^ v> <s constit s n> 

embodiments of the .invention according to the second aspect of Section X.4. 



The present invention will be explained in more detail below with, reference to 
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illustrative embodiments shown diagrammatical!}' in the. drawing, In the drawing: 
SECTION XI 

5 Figure 1 shows a diagrammatic, perspective view of a .first embodiment of a cardiac 

prosthesis fixing device according to the invention, the bot 
position in - 1 c oni ilange being is ion in Figure lb 

Figure 2 shows » dl> and m perspective, a seeoad example of an 

en bod nent of a ca i > ng device according to the invention; me bottom 

10 and top flanges being in the second position in Figure ,2a and the bottom and top flanges 
being in the first position m Figure 2b; 

Figure 3 shows a third illustrative embodiment of a cardiac prosthesis fixing device 
according to the invention, which is integrated with a two-eusp heart valve prosthesis; 

Figure 4 shows a diagrammatic, perspective view of a fourth embodiment of a 
1 5 cardiac prosthesis fixing device according to the invention, it being possible for a two-cusp 
heart valve prosthesis with annular or cyl - be mounted as a separate 

component in the cardiac prosthesis fixing device according to the invention; 

Figure 5 shows a du ramm - & ' ifil ; foment of a cardiac prosthesis 
fixing device according to the invention, it being possible to attach a biological heart valve 
20 prosthesis, which, may or may not have a stent, to the cardiac prosthesis fixing device by 
suturing; 

figure 6 shows a sixth example of a variant of a cardiac prosthesis fixing device 
according to the ir>u diy shows an annular prosthesis for repairing, and in 

part si ng heart valve, such as a mitraj yajve; 

25 Figure 7a shows, diagrammaticaliy, an exposed view of the wave-shaped aonulos of 

an aortic valve; 

Figure 7b shows diagra t i - thy, a wave shaped aunuius of an aortic valve laid 
out hi a ti i i 

Figure 7c shows, highly diagramroatically, a seventh embodiment of a cardiac 
30 prosthesis fixing device according to the invention; 

Figure 7 shows, highly diagrammaticaiiy, an eighth embodiment of a cardiac 
1 s the inver ts >n; 

Figure B shows a diagrammatic cross-section of two details of further variant 
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embodiments of a cardiac prosthesis fixkgde^'fce according to the inveisuoa; 

Figure 9a shows, diagrammaticaliy and in perspective, a ninth embodiment of a 
cardiac prosthesis fixing device according to the invention; 

Figure 9b shows, diagran eh d ' ctive, a tenth embodiment of a 
5 iiae pr< esis fixing device accorc < fix ins'eatio? 

Figure 9c shows, in cross-section, a diagrammatic detail of an eleventh embodiment 

i.e prosit fixing d ce rd the in v en i j 
Figure 9d shows, in diagrammatic cross-section, a detail of a twelfth embodiment of 
ig to trie invention; 

10 Figure 10 shows, in perspective, a detail of a thirteenth embodiment of a cardiac 

prosthesis fixing device according to the invention; 

Figure 1 1 shows, diagrammatieaiiy, a fourteenth embodiment of a cardiac prostfa • 

fixing device according to the invention, where Figure 11 a shows the cardiac prosthesis 

fixing device in a position suitable for fitting, that is to say bringing into position, inside 
15 the amnios of a heart valve and Figure l ib shows the same cardiac prosthesis fixing 

device after removal of the fixing means for fixity the bottom and top flanges m the 

second position; 

Figure 12 shows a diagrammatic, perspective view of a fifteenth embodiment of a 
cardiac prosthesis fixing device accordiag to the invention; 
20 Fig«r« 50v» t 11 a detail a way sn which in particular the 

bottom flange, but if desired also the top flange, cars be brought back from the second 
position into the first position using aids; 

Figure 14 shows a diagrammatic longitudinal sectional view of a mitral valve 
prosthesis device according to the invention; 

25 

SECTION 2,2 

Iig l* 1 vows i o ' - iecordirxg to 

the invention (bottom) and a cardiac prosthesis which can be fitted therein (top); 
30 Fig 15a shows a detail a from Fig. 15 showing a pin provided on an arm, in the 

insertion position; 

Fig. 15b shows the same detail as Fig, 1 5a but now with the pin provided on art arm 
in the fixing position; 
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Figs 16a Mid Mb show, as a detail eonsspondmg to Fig, i-5a and Fig. 15b, 
respectively, a variant of the prosthes i o ice according to ths invention; 

Figs 17a arid 17b show in a manner corresponding to Figs 15a and ISh, respectively, 
a further variant of a prosthesis fixing device according to the invention; 
5 Fig, IS shows, as a detail of a sectional view in a manner comparable to that in Figs 

1 5a and i 5b, yet a further variant of a prosthesis fixing device according to the invention; 

Fig. 19 shows a longitudinal sectional view of yet a further variant of a prosthesis 
fixing device and, in plan view, an auxiliary element for swinging out the arms with pins; 

Figs 20a and 20b show, as a detail, comparable with the detail in Figs 15a and 1 5b, a 
10 cross-sectional view of yet a former variant of the prosthesis fixing device according to the 
invention, vascular wall tissue also being shown in cross-section; 

Fig. 21 shows an opened-up inside view of yet a further variant of the prosthesis 
fixing device according to the invention; 

Fig, 22 shows part of a cross-sectional view of yet a former variant of a prosthesis 
15 fixing device according to the invention with a cardiac prosthesis locked therein; 

Figs 23a and 23b show, as a detail corresponding to Figs 1 Sa and 15b, respectively, a 
variant of the prosthesis fixing device according to the invention; 

Figs 24a and 24b show, as a detail corresponding to Figs 15a and 1 5b, respectively, a 
variant of fee pro stN e vice according to fee invention; 

20 Fig. 25 shows, diagrammaricaiiy, an application of the prosthesis fixing device 

according to the invention in a vascular prosthesis, 

SECTION 2.3 

25 Fig. 26 shows, diagrammatically, as a detail (approximately the left-hand half of) a 

longitudinal sectional view of a first embodiment of a fixing device according to the 
invention; 

Fig. 2? shows, diagrammatically. as a detail (approximately the left-hand half of) a 
longitudinal sectional view of a second embodiment of a fixing device according to the 
30 invention; 

Fig. 28 shows, diagrammatically, as a detail (approximately the left-hand half ot) a 
ct n \ ev of art embodh ents oi xing device i u ling c he 

invention; 
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Fig, 29 shows, dlagjammatieally, as a detail (approximately the Left-hand half of) a 
longitudinal sectional ^> lev of j et a further embodiment of a &ang device according to the 
Invention; 

lug. 30 shows, diagrammatical*}', as a detail (approximately the left-hand half of) a 
5 longitudinal sectional view of yet a further embodiment of a .fixing device according to the 
invention; 

Fig. 31 shows, diagrammatic^, a longitudinal sectionai view of yet a forther 
embodiment of a fixing device according to the invention; 

Fig. 32 shows, diagranunaftcally, as a detail, (approximately the left-hand half of) a 
10 longitudinal sectional view of yet a further embodiment of a fixing device according to die 
Invention. 

SECTION 2.4 

15 Fig. 33 shows, diagrammatic-ally, as a detail (approximately the left-hand half of) a 

Longitudinal sectional shew of an embodiment of a fixing device according to the first 
aspect of Section X.4; 

Fig. 34 shows, diagrammatical!}', as a detail, (approximately five left-hand half of) a 
longitudinal sectional view of a further embodiment of a fixing device according to the first 
20 aspect of Section X.4 ; 

Fig. 35 shows, diagrammatical!)', as a detail, (approximately the left-hand half of) a 
longitudinal sectional view of a further embodiment of a fixing device according to the first 
aspect of Sect ion X.4; 

Fig, 36 shows, diagrammatical!}, as a detail (approximately the left-hand half of) a 
25 longitudinal sectional view of yet a further embodiment of a fixing device according to the 
first aspect of Section X.4; 

Fig. 37 shows, diagrammaticaily, as a detail, (approximately the left-hand half of) a 
longitudinal sectional view of an embodiment of a fixing device according to the second, 
aspect of Section X.4; 

30 ig. 38 tws, diagt an i\ \ s s i ! i-haad ha) 

1 i i v ^ i further embodiment i ng to the 

second aspect of Section X.4; 

I jg 39 show id half of) a 
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X.4; 

Fig. 40 shows i - tkally, as a detail (approximately the left-hand hall of) a 
i mgit l view of yet fin i xh ig to the 

5 third aspect of Section X.4; 

Fig, 41 shows, diagratnmaiically, as a detail (approximately the left-hand half of) a 
longitudinal sectional view of yet a further embodiment of a fixing device according to the 
urd aspc >ecu tX.4 

; ig 42 s ;v- • s, diagramiuaticaliy, as a detail, (approximately the right hand half of) a 
10 longitudinal sectional view of a further embodiment of a fixing device according to lite 
third aspect of Section X.4; 

Fig, 43 shows a diagrammatic cross-sectional view of a first embodiment of a fixing 
device according to a fourth aspect of Section X.4; 

Fig. 44 shows a diagrammatic cross-sectional view of a further embodiment of a 
I $ fixing device according to the fourth aspect of Section X.4; 

Fig. 45 shows a diagrammatic cross-sectional view of a further embodiment of a 
fixing device according to the fourth aspect of Section X.4; 

Fig, 46 shows a diagrammatic cross-seetional view of a further embodiment of a 
fixing device according to the fourth aspect of Section X.4; 
20 Fig. 47 shows, diapammaticaiiy, a plan view of an embodiment according to a fifth 

aspect of Section X.4; 

Fig. 48 shows, diapammaticaiiy, a pirn view of a further embodiment according to 
the fifth aspect of Section X.4; 

Fig, 49 shows, diaginnimatieally, a detail view and radial cctiona views of an 
25 embodiment according to a sixth aspect of Section X.4; 

! ig ) ct n i\ )1 a %ther emb< 

according to the sixth aspect of Section X.4; 

Fig. 51 shows, diagrammatical!}', axial sectional views of embodiments according to 
sei ent ection X.4 

30 Fig. 52 shows, diagrammatical!)', aa axial sectional view of embodiments according, 

to the eigi i - s I - > > 

Fig. 53 shows, diagramnmieally, an axial sectional view of an embodiment 
according to the ninth aspect of Section X.4; 
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SECTION 3,1 

figure 1 shows a cardiac prosthesis fixing device in accordance with the invention, 

5 item !- - \ o ? os 5 i eferred to as a he 

Said heart valve fixing device 1 0 consists of a tubular element 1 1 having a so-called 
bottom flange 12 and a so-called top flange 13, The top flange 13 extends in an essentially 
radial direction and is urtiatemtpted in the peripheral direction of the tubular element 11. 
Said top ■ fi s x>srtion <s essenttafly naiii> «osaed 

10 to the tubular body 1 1 and thus cannot be bent with respect to the tubular element 1 L lite 
bottom flange 12 is made up of a number of bottom flange segments 14, which are 
separated from one another by incisions 15. The bottom flange 12 thus forms an interrupted 
flange extending in the peripheral direction of the tubular element IL In Figure la the 
bottom flange 12 is shown in the so-called second position, which is also referred to as the 

15 extended position, in which the bottom flange 12 when projected on a diametral cross- 
sectional surface of the tubular body 1 1 is located on and/or within the circumference of 
the tubular body 1 1 , The bottom flange 12 is -fixed in said second position, for example by 
making it from a so-called memory metal, die bottom flange 12 then being frozen, in the 
position shown in Figure la after it has been bent, against resilient force, from the radial 

20 position shown in Figure lb into the second position shown in Figure is. However, it is 
also very readily conceivable that the bottom flange 12 has been bent from the first position 
shown in Figure lb into the second position shown in Figure la and has been fixed m said 
second position by means of a fixing suture, which is not shown, for example * suture as 
shown in Figure 12. The second position of the bottom flange 12 makes it possible fertile 

25 heart valve fixing device 10 to be fed in accordance with arrow 1 6 to its destination and for 
the bottom flange 12 to pass through the annulus IS during this operation, which annul us 
18 is located on the inside of a blood vessel 17 or heart. After the heart valve fixing device 
10 has been brought into the position shown in Figure la, fixing of the bottom flange 12 in 
the second position can be released, after which the latter is able to return to the first 

30 position shown in Figure lb under the influence of the resilient force. In this first position 
the bottom flange 12 and the top flange 13 enclose the annulus 18 so as to clamp it The 
closure between the tubular element 11 and the annulus 18 can, in particular, be improved 
by providing the outside of the : . "tubular body 11 with a concavity 19 extending In the 
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r x?dy 

Figure 2 shows a second embodiment of a heart valve fixing device according to the 
invention. This second embodiment differs from the first embodiment in Figure 1 
essentially in that in the case of hie second embodiment the so-called top flange can also be 

5 bent from a t position (shown oi ok } as i. is 5 

resilient force in order to position the heart valve fixing device, where, in said second 
position, the top flange, or at least the projection thereof on a diametral transverse surface 
of -the -tabular body, is located within and/or on the periphery of the tubular body, in 
accordance with Figure I, in Figure 2 the Wood vessel or heart is again indicated by 17 and 

10 the armuius by 18. Since a substantial proportion of the heart valve fixing device 20 is 
essentially identical to the heart valve fixing device 10, corresponding reference numerals 
increased by 10 are used for the heart valve fixing device 20. Although it is not necessarily 
identical, the top flange 23 in the embodiment according to Figure 2 is essentially the same 
as the bottom fiange 22. The top flange 23 is made up of Usage segments 28 which, am 

15 separated from one another by incisions 27. The heart valve fixing device 20 can be led in 
accordince with arrow 26 to its destination, after which the fixings of the bottom- and top 
flanges can be released and the bottom and top flanges are able to assume their outward- 
pointing position, shown in Figure 2b, under the influence of the resilient force. Fixing of 
the bottom and top flanges in their second position can have been produced by making the 

20 heart valve fixing device 20 of memory metal and freezing the bottom and top flanges in a 
pretensioned, a* tt were ext I i on saown m Figure 2a. On raising the temperature 
to above a specific threshold value the bottom and top flanges will then return to their first, 
outward-pointing position shown in Figure 2b. The bottom and top flanges can, however, 
also have been fixed in their second position by means of a suture drawn around them, for 

25 example the suture as shown in Figure 12. However, a sleeve as shown m Figure 1 1 can 
also be used for this fixing. The embodiment of the heart valve fixing device according to 
Figure 2 has the additional advantage over the heart valve fixing device 10 in Figure I that 
as a consequence of both the bottom and the top flanges being in the second position while 
the heart valve fixing device is brought into position said device is movable with some play 

30 S at at least relative!) onimp ded h igh tin blood ves el 17 or heart 

Figure 3 shov i call) i heart valve fi> i de 30 sviti i two-cusp 

*eart valve \ < ^5> Since eept to ime the two-eusp 

heart valve prosthesis therein, the heart valve fixing device 30 is broadly the same as the 
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heart valve fixing device 20 in Figure 1, the satae reference numerals, increased by 10, 
have been used im * 5 st hesi 1 v * s 

two. valve cusps 39 which can be rot mm< axis f rotation 

Figure 4 shows a former variant of a heart valve fixing device 40 according to the 
5 invention. Said bean valve fixing device 40 essentially consists of a tubular element 41 
which has a bottom flange 42 and top flange 43, both of which are shows in the so-called 
first position. However, it will be .dear that the bottom flange 42 can also assume a so- 
called second position, whilst this is an optional possibility for the top flange 43. figure 4 
also shows a heart valve prosthesis 44 consisting of a ring 45 with two valve cusps 4b 
10 which can be rotated about a common axis, which heart valve prosthesis is to be considered 
M conventional per se although it has been modified somewhat in connection wife the 
present invention. The ring 45 can be accommodated inside the tubular element 41 such 
that tt tits tt( < the conventional, two projections 47 diametraily opposite 

one another are provided on the outside of the ring 45. Said projections 4? can each be 
13 accommodated in a longitudinal slot 48 In fee interior of the tubular element 41. The 
longitudinal slots 48 terminate in a peripheral groove 49, in which the projections 47 can 
likewise be accommodated, in tins way the valve prosthesis 44 is fixable by a sort, of 
bayonet fitting In the tubular element 41 and, moreover, can be turned ia the tubular 
element 41 in order io be able to position the valve prosthesis 44 correctly as required by 
20 the circumstances. When the valve prosthesis 44 has been positioned in its correct position 
it can be locked with respect to the tubular element 41 using means which are not shown, 
such as, for example, the locking screw or some other means. 

in contrast to what is conventional it is possible according to this invention, as may 
easily be seen from Figure 4, to provide an assembly of heart valve fixing device 40 and 
25 valve prosthesis 44, in which case during implantation the heart valve fixing device 40 is 
first positioned and fixed to the aunulus and only then is the valve prosthesis 44 positioned 
and fixed in the heart valve fixing device 40. in order to make such a valve prosthesis 
assembly possible at a later date, modifications to the conventional are required. Thus, 
according to tire invention the following can be provided: 
30 - some form of bottom stop, such as a stop ridge formed on the inside and at the 
bottom of the tubular element 41, which stop ridge pre vents the valve prosthesis from 
being able to become detached from the tubular element :n the downward direction: 
and /or 
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some tot of top closure, such as a capping ting or resilient soap-fit lips, which 
prevents (prevent) the valve prosthesis from being able to become detached fcom the 
tubular element in the upward direction; and/or 

interacting means on, en die one hand, the inside of the tabular element and, on the 
oihet hand the outside oi - > means, for example, 

provide for axial enclosure of die valve prosthesis in the tabular element and/or, for 
example, allow rotation of the valve prosthesis in die tubular clement, such as, for 
example, interacting screw threads, a bayonet fitting, snap-fit means, etc, 
Figure 5 shows, as a iurther embodiment, a heart valve fixing device 50 according to 
the invention. Said heart valve fixing device 50 comprises a tubular element 51, a bottom 
flange 52 and a top flange 53, A ring of suture passages 54 has been made in the tubular 
element 51. An animal or human donor heart valve prosthesis 55, which may or may not 
have been provided with a stent, can he fixed in this heart valve fixing device 50 by means 
of suturing. The suture 56 can be inserted and threaded through the suture passages 54 and 
the lower section of the prosthesis 55, In this case the donor heart valve prosthesis 55 can 
consist of a Wood vessel section in which an original heart valve is still present 

With reference to Figure 5 it will be clear that fixing of the biological donor heart 
valve prosthesis 55 to the heart: valve fixing device 50 can also take place prior to 
positioning the heart valve fixing device 50 in the heart. Furthermore, it is possible to 
secure an animal or human donor prosthesis, such as no. 55 in figure 5, to the prosthesis 
fixing device according to the invention by means of a locking tie or ligature, for this 
purpose the tubular body could be extended beyond one of the flanges, it then being 
possible to insert the extension in a donor prosthesis 55 and to fit the locking tie or ligature 
around the overlapping section of extension and donor prosthesis. Furthermore, it is 
possible to fix the biological valve between one or more flanges to the inside of or on top 
of the tabular element. It is also possible to fix a flexible ring to the bottom of the 
t ng s <.<a us m ! reces > se insid f the tub 
Figure 6 shows an example of a cardiac prosthesis fixing device 70 in the form of the 
so-called ring prosthesis for narrowing Use diameter of the opening of a leaking valve, in 
pi diet >ps U i thi type s nainh ^unu o n t r id valves 

although it could optionally also be carried out. on other heart valves. The heart valve fixing 
device ?0 consists of a tubular element ?] which is bean-shaped in the peripheral direction 
but is not completely closed, as can be sees at 75 in figure 6. The tubular element 71 is 
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provided with a highly segmenied bottom flange 72 and aMgMy segmented top flange 73. 
The bottom flange 72 is made up of bottom flange segments 74 an-anged relatively far apart 
in the peripheral direction and associated top flange segments 78. The tubular element 71 
can optionally be a ring which is closed in the peripheral direction. 

5 Figure 7 relates in particular to a so-ealied aortic valve- By way of illustration. Figure 

?a shows an exposed perspective view of the wave-shaped annulus of the aortic valve. In 
this figure mdk 1 d * - ix aorta du 

For further illustration, Figure 7b shows, diagrammatical!^ the wave-shaped annulus 
80 of an aortic valve kid out in a 8at plane. This view can he regarded as a view of a 

i 0 section of the aorta which has been cut open in the longitudinal direction and then has been 
laid out in a fiat plane. The horizontal line a in Figure 7b indicates the height of the peaks 
of the wave-shaped annulus 80, winch are also referred to as the commwsttras. The 
horizontal line e indicates the depth of the troughs of the wave-shaped armuius SO, The 
horizontal line b indicates the height of the ori gins of the wave-shaped asnnlus SO . As may 

15 be seen from Figure 7b, die wave-shaped amudus 80 of die aortic valve is to be regarded as 
a sine wave-shaped minim with a length of 3 wave periods. The start and end points of the 
sine wave-shaped annulus SO in Figure 7b are each indicated by 81 , since these are in feet 
the mm point in the annulus 80, that is to say the point where the latter has been cut 
through for the purposes of the fiat extended representation. 

20 Figure 7c shows, as a further illustrative embodiment, a heart valve fixing device 90 

which in particular is suitable for fixing an aortic heart valve prosthesis. The heart valve 
fixing device 90 consists of a tubular element 97 with three types of bottom flange/top 
flange pairs arranged distributed over the periphery thereof. Bottom flange/top flange pairs 
91, 92 are provided at the height of the level line a (corresponding to the level line a in 

25 Figure ?b) for clamping the commissures of the annulus 80, Top flange/bottom flange pairs 
95, 96 are provided at the level line c (corresponding to the level line c in Figure 7b) for 
<. ami g the troug « - ! < > nge nan- 93, 94 are 

pros!. ice at the level Hnc b (correspond! 

orig os ot t ie wave ulus SO \ sewed the ci cum « direction oi the 

30 tubular element 97, the flange pairs 91, 92 are arranged 120° apart, the flange pairs 96 and 
95 are arranged 120* apart and the flange pairs 93, 94 are arranged 60° apart. Although in 
genera] 12 flange pairs 91, 92, 93, 94, 95 and 96 will preferably be used, an arbitrary 
combination of flange pairs at levels a, b and e can be chosen depending on the 
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circumstances, which can be highly pafientHdependent . 

Figure 7d shows a us} <. > , t i sfion of a fialher embodiment of a 
heart valve fixing device, specifically a heart valve fixing device 100. Heart valve: fixing- 
device 100 is somewhat similar k> heart valve fixing device 90 in Figure 7c. Heart valve 

5 bring d« ics 00 consists d i ttbul * 

0$ore or less as continuous, and a top flange 103, to be regarded more or less as continuous. 
As car) be seen, the bottom flange 102 and top flange 103 follow a sine wave pattern over 
the circumference of the tubular element 10L Since, certainly in the case of the bottom 
flange and optionally also fee top flange being bendable between a first and a second 

10 position and vice versa, this is less easy to achieve In practice with a fiaage extending 
continuously over the circumference of the tabular element 10L the bottom flange 102 and, 
where appropriate, the top flange 103 will have been made essentially discontinuous by 
means of, for example, radial incisions. 

The embodiment according to Figure 7d offers the major advantage that a good seal 

1 5 on fee sine wave-shaped valve aamfeis of an aortic valve can be ensured to a large extent 
By way of illustration, Figure Sa shows, as a detail, die , i «>ure of the 

snnuius 18 according to Figure lb. it can clearly be seen from fee detail in Figure 8a that 
the tubular body can rme b 

a good seal on the annulns 18, Figure 8b shows a variant of Figure Sa, The tubular body is 
20 indicated by 111, fee top flange by 1 1 3 and fee bottom flange by 1 1 2. Figure 8b shows feat 
the concavity 1 10 continues into fee bottom and top flanges. With this arrangement the top 
fiMge .1.13 and bottom flange 112 can each be bendable into a so-called second position. 
\s is fu v t Sb fee bottom and top flanges eats have been 

provided at their periphery with fingers or pins which pierce the tissue behind and/or 
25 adjacent to fee anmfins. 

Figure 9 shows a number of en odims 
formed by fingers arranged on support arms, the support arms themselves being bendable 
hi order to he able to bend the top and bottom flanges between a first and a second 

o SOS 

30 Figure va shows a tubular body 12! which has a number of top flange lingers 123 

mom i 124 (only two of each >e a hown b m orat,'ii^ •veveml oi 

each type v> <! save beet ?rovid s x unfi t e perip er> fhe top flang fingei 

123 are arranged on arms 125 and the bottom fiange fingers 124 are arranged on arms 126, 
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On fee left of Figure 9a fee heart valve fMag device 120 is shown with the bottom and top 
Bangs t a u u the o us) t mi on me right a "inure 9a the h*a^M\e 

fixing device 120 is shows with the bottom and top flange fmgers ia the so-calM first 
position. If the arms 125 aad top flange fingers 123 ate of equal length and the arms 126 

5 and bottom flange fingers 124 are of equal length, the arms 125 and 126 will have to be. 
bent through at least 45° in order to move the bou s < te-j :U g< » ?es 

between the first aad the second position. 

Figure 9b shows a variant of Figure 9a. Corresponding components are indicated in 
Figure 9h us xgth > rence aaaieral from Figure 9a plus 1 0. In order to move tin* bottom 

10 flange fingers 134 and top flange fiagers 133 front fee so-called second position, shown on 
the left, into the so-called first position, shown on the right, the arms 135 and 136 mast 
bend back through 90° under the influence of resilient force. What is achieved by allowing 
file bottom flange fingers 134 and top flange fiagers 133 to point towards one another 
obliquely ia the so-called first position is that said fingers are able to pierce the fisaue, in 

15 particular the valve annulns, and thus further fix the heart valve fixing device 130. 

Figure 9c shows a farther variant of Figares 9b and 9a, Compared with Figure 9b the 
reference numerals for corresponding components have again been increased by 10. The 
heart val ve fixing device 140 in Figure 9c differs front the heart valve fixing device 120 in 
Figure 9a essentially in that the support arms 145 and 146 point inwards at 45° with respect 

20 to the tubular element 141 in the so-called first position aad point outwards at 45* with 
respect to the tubular element in the so-called second position. The embodiment according 
to Figure 9c will, in particular, be advantageous in the ease of a more pronounced annulus. 
For a less pronounced, relatively flat annates or in a blood vessel (without annates) the 
preference will be for the embodiments according to Figures 9a, 9b and Figure 9d, which is 

25 to be discussed below. 

Figure 9d shows yet a further variant of a heart valve fixing device 150, 
corns pon« > 5 s s heated bj reference numerals neteased by 10 

v> mpare 1 with those used in 1 igure 9c The differ ^ , >r > th be e: o 1 meats 

according to Figures 9a - 9c is that in the case of the heart valve fixing device 150 

30 according to Figure 9d not only the arms 155 and 156 but also die bottom flanges 154 and 
top flanges 153 are bent with respect to the tubular element 151. Bottom flange lingers 154 
bend towards the associated support arm 156 under the influence of a pretension when 
moving from the so-called second position Con the left) to the so-called first position (on 
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she right). The same also applies in the case of the lop flange fmger 153, which bends 
towards the support arm 155 dun ■ s , emenL 

Figure 10 shows a detail of a heart valve fixing device 160. Said heart valve fixing 
device 160 consists of a tubular element 161, a number of bottom flange segments 162 

5 arranged * tributed the ;ripher i tid tubular element and a number of top 

segments 163 arranged distributed over the periphery of the tubular element. The bottom 
flange segments 162 and top flange segments .163 are each provided with points 164 and 
165, respectively, which in the first position shown point towards one another and which 
ere able to anchor in the tissue, in particular the valve annulus. In the ease of the heart 

10 valve fixing device 160 shown in Figure 10, in any event the bottom flange segments 162 
can be bent against a resilient force from the so-called first position shown into a so-called 
second position and optionally the top flange segments 163 can also he bent against a 
resilient force from die so-called first position shown into a so-called second position. 'By 
making the flange segments broader or continuous or virtually continuous in the ceptee and 

.15 making the peripheral sections narrower, the sealing ability of the centre is improved and 
the piercing ability of the periphery is improved. 

Figure 11 shows a heart valve fixing device with a two-cusp heart va i pro th« i 
mounted therein before \ I > gore Ha shows the heart valve fixing device 170, which as 
such can readily be compared with the heart valve fixing device 20 in Figure 2a or the heart 

20 valve fixing device 30 in Figure 3, in a position ready for fitting. The heart valve fixing 
device 170 comprises a tabular element 171, bottom flange segments or flange fingers 172 
and top flange segments or flange fingers 173. In Figure 1 la the bottom flange fingers 172 
and top flange fingers 173 are shown in the so-called second position, in which they arenas 
it were, stretched in the longitudinal direction of d^e tubular element 171 and under 

25 pretension for bending outwards. The bottom flange fingers 172 and top flange fingers 173 
are held in an extended, so-called second position by means of a sleeve 175 arranged 
around the whole After the whole has been brough to j ion i ide the »'alve anntiius 
to which the heart valve fixing device 170 has to be fixed, the sleeve 175 can be pulled 
..ip' us a- ts s> s-n i \ \ i <. i -> - n t lib xftet 

30 pull \x > 5 the bottom fi i 

spring back into their first position. 

Figure 12 shows a heart valve fixing device ISO consisting of a tubular element 181 
and bottom flange fingers 182 provided with anchoring points 183. The bottom flange 
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lingers 1 82 are shown in die so-called second position 1 h gei s 1 82 a.i<_ 

held in this second position by means ©f a suture 184, which extends stretched taatiy 
around the bottom i 1 , fin - S: rho --jure 184 overlaps itself m the region 1.86, K 
being possible for the suture to he fed behind fee next flange finger after it has passed 

5 flange finger 1 88 in order to be guided out towards the front through a tube 1 85 or, instead 
of a tube, through a small conduit made in the wall of the tubular dement, after which the 
ends of the suture can be held stretched taut at 18? by means of a knot or the like. After the 
heart valve fixing device 180 has been positioned in place inside die annul us 18, one knot 
7. for e anph an then be cut off or otherwise removed and the suture 184 can then be 

10 pulled out completely by means of the other knotted end 187, the suture 184 being guided 
within the tubes 185 on passing through the annates 18 and thus not acting on or cutting 
into the anauius 18. The tubes 185 run along the outside of the tubular element 181. If the 
fixing by means of the bottom flange fingers 182 and anchoring points 183 is sufficiently 
firm, the so-called top flange can optionally he dispensed with in its entirety, hi tins case 

15 the so-called bottom flange can optionally also be fitted as a top flange during 
implantation. This top flange can still be fixed to the tubular element .181 even after fitting 
the tubular element 181, for example by screwing on, if appropriate only after removing the 
suture 184. The so-called top flange, which is not shown in Figure 12, can also form an 
Integral whole with the tubular element and be temporarily held in the so-called second or 

20 extended position by, for example, once again a suture or ligature, in order to facilitate 
positioning inside the annuius, 

; igure ' 1 shows, high!} diagramrnatk tliy, tl a folding the bottom flange or bottom 
flange segments outwards from the so-called second position into the first position can be 
assisted by means of push elements 195, which can be moved outwards in the radial 

25 direction. 

With regard to accommodating the valve annates between the top and bottom flange 
for fixing it is also pointed out in particular that the valve annuls is not always equally 
pronounced. In practice the valve annul us can even be a barely discernible narrowing on 
the tis.u \' iv^^v ' ' < < < h< urai heart 

30 x u can have been cut away t is t es t <= t f i the e 

little pronounced anrmius, such as, for example, is naturally the case with aortic valves 
which have a relatively flat or plane annutes, the bottom and top flanges according to the 
invention will grip the annuius or the remainder thereof, as, for example, can be seen in 
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Figure 1.4, in particular on the left, rather ihant ekmp the anpulus betweea thero. However, 
according to the inventor .l.ih'a soa of the valve annulo-; between the bottom and 
top flanges for fixing the cardiac prosthesis frxhig device" must be understood to cover this 
case as well.. In the case of fairly flat annuli, such as is naturally the case with aortic valves, 

5 iK x>lto; and ie ms o rms ot oth 

elements, pierce the tissue around, below and above the annnius. To illustrate this, Figure 
\4 a 5" 1 .as mo si ve pn hosts < cs iceording to the invention, la 

fee case of the mitral valve the natural ammlus is conical over three quarters of the 
periphery on either side of an imaginary horizontal cross-sectional surface (see left-hand 

10 side of figure 14). One quarter of the annulus is vers thin and this its only a 

partition between two hollow spaces, which partition is at approximately 60* to the 
vertical, A mitral valve prosthesis fixing device according to the invention, such as is 
indicated diagrammatical iy by 200 in Figure 14, will then have a bottom flange edge 202 
and top flange 201 over three quarters t y, which flange edge .102 and top 

15 flange 201 preferably hear at least periphery anchoring points 203. The bottom flange edge 
ange 20! can he - - une construction over said three 

quarters of the periphery. For the twnaaang quarter of the periphery it will be advantageous 
for good fixing of the mitral valve prosthesis fixing device according to the invention if the 
bottom flange 205 makes an acute upward angle with respect to the tubular element 20? 

20 when it is in the first position. The bottom flange 205 can also optionally be made longer at 
this location. 

SECTION 3,2 

25 Fig, 15 shows a prosthesis fixing device 410, in particular a cardiac prosthesis fixing 

device consisting of a tubular, in general cylindrical, element 416 having slit-shaped 
passages 413 arranged distributed around the periphery, and, per passage 413, an arm 411 
extending from die top of the slit-shaped passage 4 1 3 obliquely towards and downwards (at 
least according to Fig. 15), which arm bears at its end an outward-pointing pin 412 which, 

30 at least in the embodiment according to Fig. IS, is approximately at right angles to the arm 
4U, 

Fig. 15 also shows a valve prosthesis, also shown in section, above the cardiac 
1 f[. s <ing device !l s ve ost es s > ts of a yli.ndrica bod 4] wit 
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1 he \ aive v usps 4 1 1 > herein 'I he cylindrical body is pro\ ided on its 

outer periphery with four ridges 4.18 arranged distributed around said outer periphery. The 
cardiac prosthesis fixing device 410 is provided with four axial slots 414, formed in the 
interior, which are arranged distributed - in the same way as die ridges 418 • over the inner 

5 periphery of the cardiac ' ^ 1 s s fixing device 410. The slots 414 open '.«* u interior 
peripheral groove 415. The cardiac prosthesis can be lifted in the cardiac prosthesis fixing 
; 418 above the respective slots 414 and then allowing the 
valve prosthesis to lower info the valve prosthesis fixing device until the ridges 418 are 
located in the peripheral grooves 415. The valve prosthesis can then be turned into a 

j 0 desired position and fixed in the desired position by means of fixing mesas, which are not 
shown, 

The cardiac prosthesis fixing device is Intended to be fixed in the interior of fee 
circulatory system in contact with the peripheral wall of a part thereof. To this end the 
cardiac prosthesis fixing device is usually fed through a section of the circulatory system to 

IS its destination. This is carried out with the arms 41 1 and pm& 412 in the position as- shown 
in Fig, 15 and Fig . .1 5a. Once the device is at its destination, pressure is exerted by means 
of an aid, such as a balloon, float clement or valve prosthesis, from the inside on the arms 
411 in order to push these outwards or, to put it more accurately, to swing them about the 
told/bending line which extends in the tangential direction and is at the level of the top of 

20 the passage 413, In this way the pin 412 which initially is located inside the tubular 
element 416 emerges in order to penetrate the surrounding tissue and thus to anchor the 
cardiac prosthesis fixing device 410 in the surrounding tissue. 

This outward pushing or outward swinging of the arms 411 with pins 412 can be 
effected by pushing the arms 411 outwards, always one arm at a time or optionally a few 

25 arms 41 1 at a time, by means of one or other suitable tool. It is also conceivable to insert a 
balloon until it is inside the tubular element 416 and to inflate this balloon in order to push 
all arms 411 with pins 412 outwards at the same time. However, it is also possible to 
perform this outward pushing of the amis 411 with pins 412 at the same time as 
positioning the valve prosthesis. When the valve prosthesis, viewed according to Fig, 1.5, is 

30 slid into the cardiac prosthesis fixing device 410 from above, the bottom edge of the 
cylindrical body 41? will gradually push the arms 4.1 1 further outwards until the anus 41 1 
are located entirely in contact with or in the tubular' element 416, in which latter case they 
arc located within ths ssages 4 ! so c illy also ooneetval 4 with 
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oins 412 have bee?) initially pushed/ swung partly or substantially outwards using a tool and 
that this outward pushing/swinging is completed on fitting the valve prosthesis in the 
card ac pr< th " mg device 410 

Fig. 15a shows a detail a from Fig. 15, where it can clearly be seen that in the so- 

5 called insertion position the anas 41 1 with pirn 412 are located completely within the 
tubular element 416. m Fig. tSfc the so-calied feting positron is shown and the swinging 
movement of the arm 41 1 with pin 4 1 2 is indicated by means of an arrow. 

Figs 16a and 16b show, as a detail corresponding to Fig. 15a and 15b respectively, a 
variant of a cardiac prosthesis fixing device according to Fig. I S. The cardiac prosthesis 

10 fixing device is indicated in its entirety by 420,. the peripheral groove is indicated by 425 
(compare 415 in Fig. 15), the passage is indicated by 423 (compare 413 in Fig. 15), the aim 
is indicated by 421 (compare 4.1 1 in Fig. 15) and a bottom pin is indicated by 422 (compare 
412 In Fig. I5)< The embodiment according to Figs 16a and 16b essentially differs from 
that in Figs 15a and 15b in that the arm 421 is provided with a second pin, or top pin 426, 

15 The pin 426 is shorter than pin 422, although if tire arm 421 were to be bent fat#m 
inwards pin 426 could also be the same length as pin 422. The additional pin 426 improves 
the anchoring in the surrounding tissue. It should be clear that more pins per arm 421 em 
also be provided. For example, consideration can he given to three or four pins per arm 
421, 

20 As a variant on the arm 42 1 with two pins 422, 426 it is also very readily conceivable 

to attach/provide the pins 422 and 426 each on a separate arm. This can then, for example, 
lead to an embodiment as in Fig. 18. However, instead of the embodiment according to Fig. 
18 with arms oriented in opposing directions, it is also very readily conceivable that the 
arms are oriented in the same direction, it then being possible for the pins 426 to be 

25 mounted on shorter arms than fee pins 4':? {'see, for example, Figs .Ma and 24b) or the 
hinge axes of the an pins 426 located at the top being located above the hinge 

axes of the arms bearing the pins 422 located at the bottom, it is also very well possible 
that the arms of the top pins 426 come to lie completely above those of the bottom pins 422 
and thus two rows of arms with pins, located above one another, are formed (see, for 

30 example. Figs 23a and 23b). For an explanation of the variaii^ ic.u ownuorwd reference is 
made to Figures 23a and 23b and Figs 24a and 24b. 

Figs 23a and 23b show, as a detail corresponding to Fig. 15a and 15b, respectively, a 
variant of the cardiac prosthesis fixing device according to the invention. In the variant 
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according to Figs 23a and 23b there are two rows of arms, provided with pins, positioned 
above one another in the peripheral direction of the tubular element. The top row consists 
of arms 491 with piss $96 and the bottom, row of arms 494 with pins 492. Slits 497 ms 
provided for the aims 491. with pins 496 and slits 493 m provided for the anns 494 with 

5 pins 492. Groove 495 is for fixing, for example, a valve prosthesis, in accordance with 
lat is fa vn i on? is 5 <. i i 115 i e latter figut 

Figs 24a and 24fe show a corresponding variant, but now with a double row of anas, 
provided 'with pins, which as it were are located within one another instead of above one 
another. The so-called hinge axes of the short, arms 50 J and the long arms 504 are 

10 essentially at the same level or at least approximately at the same level However, it is also 
conceivable that the hinge axes for the anas 501 are located substantially lower than those 
for the arms 504, the arms 501, with pins 506, then coming to He, as it were, completely 
within the. arms 504 with pins 502, If the Mage axes for the amis 501 and 504 are 
essentially in an identical location, a common groove 505 can then in each case he 

15 provided for the arms 501 with pins 506 and anas 504 with pins 502. Groove 505 is again 
comparable with groove 41 5 in Fig, 15, 

Figs 17a and 17b show, again as a detail corresponding to that in Figs 15a and 15b, 
respectively, a variant of a cardiac orosth < tdmj» to the invention. The 

cardiac prosthesis fixing device is indicated in its entirety by 430; 435 indicates the 

20 peripheral groove (compare 415 in Fig, IS); 431 indicates the ana (compare 411 b Fig. 
15); 432 indicates the pin (compare 412 m Fig. 15); 433 indicates the passage (compare 
413 in Fig. I S). The difference between the embodiment according to Figs 17a and 1 7b and 
the embodiment according to Figs 15, 15a and 15b essentially lies in the shape of the pin 
432 and to a lesser extent in the shape of the arm 431. As can he seen in particular from 

25 Fig. 17a, the ami 431 is curved slightly inwards and the pin 432 is curved fairly 
pronouncedly outwards, preferably in accordance with m arc of a circle. Such a curvature 
of, in particular, the pin 432 makes penetration ox" the tissue in accordance with a circular 
path possible, minimal damage occurring to the surrounding tissue. 

Fig, 18 shows by way of a detail sectional view yet a further variant of a cardiac 

30 prosthesis fixing device according to the invention. This detail can as such he compared 
with the details in Figs 15a, 15b, 16a, I6h, !7a and T7b. Corresponding to the embodiment 
in Figs 15, 1 5a and 15b the •< u itg 18 is 

provided with an arm 441 with a pin 442 at the end. However, a significant difference 
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compared with the embodiment according to Figs IS, 15a and 15b is that the cardiac 
prosthesis fixing device 440 .is also provided with anas 443 which are oriented in the 
opposite direction to arms 441 and are provided with pins 444 at the fee end. The arms 
441 with pins 442 and the arms 443 with pins 444 will preferably be arranged distributed 

5 over the periphery of the cardiac prosthesis fixing device 440 such that they alternate with, 
one another Separa can in each case have been formed in the tubular element 

for the arms 441 with pins 442 and for the arms 443 with pins 444, but it is also 
conceivable, as is shown In Fig. 18, to provide a single common passage 448 for each pair 
of adjacent arms 441 and 443. The embodiment according to Fig. 18 further differs from 

10 that according to Figs 15, 15a and 15b in that a relatively short, outward-pointing 
peripheral flange 44? is provided at the bottom and a relatively longer, outward-pointing 
fiaage 446 is provided at the top. The task of said flanges 44? and 446 is to enclose the 
mtxdm tissue 445 of a faulty natural heart valve to some extent The cardiac prosthesis 
fixing device 440 further differs from the cardiac prosthesis fixing device 410 in that the 

15 external peripheral surface of tire tubular element is provided with a concave recess 449 
extending in the peripheral direction. Tills concavity 449 ensures better abutment with the 
surrounding atnmlus tissue 445, 

To summarise, the cardiac prosthesis fixing device 440 differs from the cardiac 
prosthesis fixing device 410 in respect of three aspects. These aspects are: 

20 a) the arms 44 1 , 443 oriented in opposing directions; 
h> the bottom flange 447 and the top flange 446; and 
c) the concavity 449. 

It should be clear that it is In no way essential for these three differences a), b) aad c) 
all to occur together in combination in one embodiment. These differences a), b) and c) cam 

25 also be employed, each individually or in combination with another, in any other 

> the invention 

In Fig. IS tire arm 441 with pin 44 ' is shown in the so-t al sd si ; po ition whereas 
the arm 443 with pin 444 is shown in the so-called insertion position. With the use of 
suitable tools it is possible first to swing the arms 441 with pins 442 outwards and only 
30 thereafter the arms 443 with pips 444, or vice versa. However, it is also very readily 
possible, for example using the a'hovementioned balloon or other tool driven by 
compressed air or manually, to swing the arms 44] with pins 442 and arms 443 with pins 
44 out tl t ne ore 
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Fig. 19 shows a cardiac prosthesis fixing device 450 which is. largely identical to the 
cardiac prosthesis fixing device 410. 451 indicates the tubular element (compare 416% 452 
the arms (compare 41 1 ), 453 the pins, (compare 412} and 454 the passages (compare 41 3). 

Fig, 19 forte shows an auxiliary elemeui 458 for pushing/swinging the arms 452 
with pins 453 outwards. The auxiliary element 458 consists of a pull element 455 which 
can be pulled upwards in accordance with the arrow, viewed In accordance with Fig. 19, la 
order to pull the forcing body 456 inside the cardiac prosthesis fixing device 450 or at least 
inside the tubular clement 451. When this takes place the anus 432 will be pressed 
outwards by the forcing body 456 arid the pins 453 will thus penetrate the surrounding 
tissue. A nosepiece 457 which is spherical at the bottom has been formed on the underside 
of die forcing body 456, viewed in accordance with Fig. .19. Said nosepieoe 45? facilitates 
feeding of the tool 458 through the circulatory system to the destination. It is possible that 
the cardiac prosthesis fixing device 450 has already been fitted around the pull element 455 
before this operation, but It Is also possible first to bring the tool 458 to the destination mi 
then to bring the cardiac prosthesis fixing device, slid over the pull element 455, along the 
pull element 455 to Its destination. When pulling on the pull element 455 the direction of 
pull will preferably be directed away flora dhe heart. 

Figs 20a and 20b show details corresponding to Figs 15a and 15b, respectively, of a 
further variant of the cardiac prosthesis fixing device, specifically cardiac prosthesis fixing 
device 460 according to the invention. 46 i indicates the passages (compare 413), 462 the 
arms (compare 411) and 463 the pins (compare 412), The difference compared with the 
embodiment according to Figs 15, 15a, 1 5b, 16a, 1 6b, 17a, 17b and 19 essentially lies In 
the top flange 464 and/or bottom flange 465. The top flange 464 and bottom flange 465 do 
not necessarily both have to be present. In the so-called insertion position, shown in Fig. 
20a, the top flange 464 and bottom flange 465 are in the so-called extended position. Both 
the top flange 464 and bottom flange 465 consist of flange fingers which are separated 
from one another by incisions. When the cardiac prosthesis axing device 460 has been 
positioned in its place inside the valve annul us 467 which is still present on the inside of 
the circulatory system 466, the top flange fingers 464, bottom flange fingers 465 and arms 
♦ ■ j o vv can be ca & example fee 

arms 462 with pins 463, then the bottom flange Angers 465 and then the top flange fingers 
464, but it is also possible for all to be swung outwards simultaneously or for just the 
bottom and top flange fingers to he swung outwards simultaneously. The top arid bottom 
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•fiaage fingers 464 and 465, respectively, can be swung outwards by forcing, bending taking 
place. It is also conceivable that the extended position of fee top flange fingers 464 and 
bottom flam £ 165 is a position in whic i these are j nder a pretension tending to 
swing onwards and have been feed in said pretensioned position. This fixing can then be 

5 released, for example by removing a physical impediment or in the case of, for example, 
memory metals, such as nickel-titanium alloys, by heating to above a certain temperature. 
Fig. 20b shows the cardiac prosthesis fixing device 460 in the fully fixed position. 

Fig. 21 shows a cardiac prosthesis fixing device 470, or at least an inside view of a 
tubular element 474 that has been opened out The tubular element has been opened out by 

10 cutting it open along axial cut lines 471. In the case of the cardiac prosthesis fixing device 
470 the arms 472 with pins, which are not visible here, pointing towards the rear and the 
associated passages 473 are arranged in a sine-wave pattern, The reason for this is so that 
in the case of a valve atmuius of sine-wave shape the arms 472 with pins are able to ibllow 
the shape of said annuhss and all pins are thus able to penetrate the annates tissue. 

1 5 Fig. 22 shows, diagramrnaticaliy, a sectional view of yet a farther variant of a eardiao 

svtee specifically cardiac prosthesis fixing device 480 in which a valve 
prosthesis 485 consisting broadly of a ring 486 with valve cusps 489 has been mounted. 
The cardiac prosthesis fixing device 480 consists of a tubular element 481, a multiplicity of 
arms4S2, each with a pin 483, arranged distributed over the periphery thereof and with one 

20 pin passage 484 per arm. In the so-called Insertion position the arm 482 has been bent so 
far inwards that the pin 483 is located completely within the tubular body 481, hi 
accordance with, for example, what is shown in Fig. 15a. In the case of the embodiment 
according to Fig. 22 it is possible to fix the cardiac prosthesis fixing device 480 at its 
destination, after it has beers positioned at the destination, by swinging the pins 483 

25 outwards at the same time as fitting the valve prosthesis 485, Viewed in accordance with 
Fig. 22, the valve prosthesis 485 is fed from the top, in accordance with the arrow, and 
introduced into the tubular body 481. During this operation the broadening 487 at the 
bottom will press on the arras 482 and swing the arms 482 with pins 483 outwards in order 
finally to pass beyond the transition between the arms 482 and pin 483, after which the 

30 arras 482 spring back inwards to snap behind die broadening, in this way the valve 
prostk fixed in the upward d i " the cardiac prosihe t \ ice 480 

In the down « I 1 n i >e card a< p osti esis 

fixing device 480 rv the bottom stop -88 whic i van hs a nrn pr » rds around 
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the entire periphery' or optionally can consist of a number of ridges projecting inwards, It 
should be ( Sm*t bottom to top, 

i« which case at least the cardiac prosthesis fixing device 480 and ting element 486 have to 
be rotated ihout m ransverse to the p.! t hs dt wing 

5 For further explanation. Fig, 25 shows, diagranuaatieaily, yet a farther example of 

the use of a prosthesis fixing device according to the invention for fixing a vascular 
prosthesis. In this ease use is made essentially of the same prosthesis fixing device as in 
Fig. 15, which prosthesis fixing device, in this case a vascular prosthesis fixing device, is 
for this reason indicated by 410 in Fig- 25. It should be clear that the prosthesis fixing 

t0 device 410 in Fig. 25 can essentially be replaced by other prosthesis fixing devices 
according to the invention, such as, for example, shown in Figs 16a, 1 6b, l?a, 17b, 22, 23 a, 
23b, 24a and 24b. The vascular prosthesis 510 can be a natural or synthetic vascular 
prosthesis here. The vascular prosthesis 500 is provided at its ends with a relatively rigid 
ring 5 17 (comparable with ring 417 in Fig. 15), which ring 517 is provided with ridges 5 1 8 

15 (comparable with the ridges 418 in Fig. 15) arranged distributed around the periphery, in 
accordance with the Invention, the vascular prosthesis 110 can be fixed inside the 
circulatory system by positioning a prosthesis fixing device 410, with arms provided with 
pins, at each of the ends of the vascular prosthesis in the circulatory system and then fixing 
these, for example by pushing the ring 517 into the tubular element of the prosthesis fixing 

20 device 4 1 0 and thus pushing the arms 41 1 with pins 4 1 2 outwards for anchoring. 

Many more variants of the invention described above which fall within the scope of 
the claims but are not shown in tire drawing are possible and conceivable. For instance, the 
arms and pins, for example, do not have to have the same shape over the entire periphery of 
the tabular element. Specifically, this shape can vary over the periphery depending on the 

25 type of natural valve to be replaced. Consider, for example, the mitral valve and what has 
already been described about this in the abovementtoned Netherlands Patent Application 
I 012 150, which has not been previously published end has been incorporated in its 
entirety in this PCX application in the form of Section X. 1 . According to a further variant it 
is conceivable that the tubular element and the valve prosthesis, such as the outside ring 

30 thereof, form an integral, preassembled whole. 

In general, everywhere in th I ^< i X. 2, cardiac 

prosthesis fixing device can he read in th broad rostl sis fixing device, in 

particular vascular prosthesis fixing device. 
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SECTION 33 

Figs 26-32 show particular embodiments of the subject of Section X,L which 
5 particular embodiments are fm t ?ed in Section X.3. 

Fig, 26 shows a fixing device which, for example, can be used as an anastomosis 
device for producing an ETS anastomosis, hi this context Figs 26a, 26b show various 
t&gi - iion of the anastomosis 

Figs 26 - 30 and 32 each show details of longitudinal sectional view. Viewed hi a 
10 plane transverse to the plane of the drawing* the fixing devices shown in these figures will 
have a ring-shaped cross-sectional profile, such as a circular, oval or ellipsoidal cross- 
section. 

In Fig. 26, 601 indicates the vascular wall tissue that surrounds the passage in which 
the fixing device 600 is to be accommodated. This vascular wall tissue 601 can, for 

15 example, be the vascular wall tissue of an aorta, but can also be cardiac wall tissue, 602 
indicates the blood vessel usually referred to as the graft vessel, to be joined to vascular 
wall tissue 601. The graft vessel 602 is firmly attached to the inside of a ring or cylindrical 
element 604 by means of suturing or stitching 605, The graft vessel 602 can also be 
attached to 604 in some other way. Thus, for example, this fixing can take place by 

20 damping by resilient inner fingers which are joined at the inside and the bottom to the 
tubular element 604, die graft vessel 602 being clamped between these interior fingers of 
the ■■'tubular element 604, 

The fixing device 600, which is also referred to as an anastomosis device, comprises 
a tubular body 610, which can also be referred to as annular, with bottom fingers 609 and 

25 top fingers 608. The bottom and top fingers 609 and 608 have been bent from a radial 
extended position (comparable to the position shown in F<g 26b) into an as » <t 
position, as is shown in Fig. 26a. The bottom fingers 609 and top fingers 608 are held in 
this axiaily extended position by a sleeve 603 fitted around anastomosis device 600. In 
Fig. 26a the graft \ ! 1 s <> \ c i < ! > < shown as 

30 located inside the sleeve 603. However, as should be clear, these do not have to be located 
inside the sleeve 603, although this- can: be -an advantage. The sleeve 603, with the 
anaston osis device 600 nside it s < tge m the vascular wall 

tissue 601, it being possible for the passage 612 already to have been preformed or 
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optionally to be formed by a sharp or .pointed bottom casing edge 61 L which is not shown, 
of the sleeve. The sleeve 603 is inserted into the passage §12 until the tubular body 610 is 
located approximately at the level of the passage 612. The sleeve 603 can then be 
withdrawn .in the directio of arrow Twhii \ 00 vYhen 

5 the sieeve 603 has been withdrawn sufficiently far, first of all the bottom fingers 609 will 
spring radially outwards into the position shown in Fig. 26b and when the sleeve 603 has 
been further withdrawn the top fingers 60S will also spring Into a radial first, position 
shown in Fig. 26b. On springing radially outwards fee fingers 609 and 60S will, damp the 
vascular wail tissue surrounding the passage. To reinforce the anchoring in the- vascular 

10 wall tissue 601, she fingers 608 and 609 can also be provided with roughenings, pointed 
projections, etc. on the sides thereof which face one another in Fig. 26b and optionally can 
even be provided with projections which extend as far as the opposite finger and which 
therefore pierce completely through the vascular wall tissue 601. 

The ring 604 can then be axed in place in anastomosis device 600 by snapping home 

IS the atmuiar groove 606 on the annular rib 607 of the anastomosis device 600. The join 
between die ring 604 and the anastomosis device 600 can optionally already have been 
produced prior to inserting the device in passage 602 or at least prior to withdrawing die 
; the pass *e 612 

In the radial position shown in Fig. 26b the fingers 608 and 609 form an interrupted 
20 -flange in the peripheral direction of the anastomosis device 600. However, it should he 
clear that, these interrupted flanges can optionally also have been constructed as continuous 
flanges by providing bodies between the flange fingers 608 and 609, which bodies, m the 
position shown in Fig. 26a, have been folded inwards between the respective fingers. 

Fig. 27 shows an anastomosis device 620 which is particularly suitable for EXE 
25 anastomoses. The anastomosis device 620 consists of a tubular body 630 with bottom 
fingers 629 and top fingers 628, which in their axially extended position, the so-called 
secon i po 1 r to be held 

said second position r hv ' < < & with suture passages, with the aid of 

vhi v v ti s »o vessel 622 >a place b> 

30 means of a suture join 625. This will in general be carried out before placing the tubular 
element 630 with top fingers 628 and bottom fingers 629 m sleeve 623. The assembly 
> s sk ve 623, blood vessel 6 1 s s 629 and 

top fingers 628 has been inserted in a second blood vessel 621, or the second blood vessel 
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621 has been slid over the sleeve 623. The sleeve m< is withdrawn in upward 
direction T from the second blood vessel 621, after which first of all the bottom fingers 629 
can. fold outwards in the radial direction and, with a sharp point, will pierce the wail of the 
second blood vessel 621 for anchoring, hi order then, on further withdrawal of the sleeve, 

5 to allow -he iop finger* 628 to fold radially outwards in order, likewise with a sharp point, 
to pierce the wall of the blood vessel 621. Optionally, the ends of the fingers 628 and 629 
protruding through the blood vessel wall 621 cart then be further flattened against the 
outside of the blood vessel wad 62 i in order to anchor even better therewith. 

It should be clear that in the case of the anastomosis device in Fig, 26 as well, the 

10 blood vessel 602 can have been directly sutured to the tubular element 610 in a manner 
corresponding to that in Fig. 27, or, conversely, that in the case of the embodiment 
according to Fig. 27 use can also be made of a ring 604 which snap-fits by tmm of up 
annular groove 606 on a rib formed on the tubular element 630. 

Fig. 28a shows m example of a fixing device in the form of an anastomosis device 

IS 640 for producing an STS anastomosis between two blood vessels 641 and 642 naming 
alongside one another. The STS anastomosis device 640 consists of a tubular element 643, 
bottom fingers 644 and top fingers 645, which are accommodated in their entirety in a 
sleeve 646 In a position ready for fitting. The procedure .for fitting the anastomosis device 

640 essentially corresponds to that for anastomosis device 600 in Fig, 26, However, one 
20 difference is that the bottom fingers 644 and top fingers 645, which in the radial, first 

position shown in Fig. 28b together each form an interrupted flange extending m the 
peripheral direction of the tubular body 643, now clamp two vascular wall tissues 642 and 
64! together one above the other, and hold these clamped to one another, rather than 
clamping a single vascular wall tissue. Although the STS anastomosis device 640 could he 
25 fed to the fixing point via one of the vessels 641 or 642, in Fig. 28 it has been elected to do 
this via an additional passage 64? made in one of the vessels, in this case the upper vessel 

641 opposite the fixing joint ^ * t be closed off after fitting 
the STS anastomosis device 640 and removing the sleeve 646. This could possibly be 
effected by suturing the passage 64? in situ, but can also be effected by fining an obturator 

30 prosthesis 650. The obturator prosthesis 650 can essentially be absolutely identical to the 
STS anastomosis device 640, with the proviso that the tubular element 643 will .generally 
be shorter in the axial direction and that the STS anastomosis device 640 has an open 
pass geox the inside, whilst the oi s teiy closed v this 
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the tabular element 651 or will already have been completely closed by a plate-dike element 
^advance nfhiscontex is opt I - r prosthesis 

650 with the STS anastomosis device 640 in the same sleeve 646 at the same time and to 
fix It at its de; taii n by withdrawing the sleeve 646 even fnrthe \i et f ing the STS 

5 aaasi - owever it is also conceivable u- fix the ob i i ! ,l 

in place only alter the sleeve 646 has been completely removed. It is also conceivable that 
first of all the obturator prosthesis 650 is fixed in the passage 64? and only then is the 
sleeve M*> .ogetner with lite SIS anastomose device e40, ted through m« obturator 
prosthesis 650 to the fixing point for the STS anastomosis device, la sash a situation. 

i 0 prosthesis 650 then acts as a portal prosthesis. 

The fixing prosthesis 650 could also be constructed as is indicated in more detail by 
the broken lines in Fig. 28. With this more detailed embodiment the top fingers 652 will 
assume a radial position and will preferably not be individual fingers but a flange which 
extends uninterrupted around the periphery of the tabular element 651, A raised ring 653, 
15 which can be provided internally or externally with screw thread for fixing to, for example, 
a cannula or working conduit, is present on said flange 652. As is further indicated by 
broken lines, the bottom fingers 654 will be in an extended position for fitting in the 
p a 647 they can b s s ten Jed position by means of & suture or ligature 

running round the extended arms 654, which suture or ligature can be removed after 

20 positioning the obturator prosthesis 650 in the passage 64? in order to cause the fingers 654 
to spring into the radial position. The raised edge 653 uan also be used for fixing an 
obturator cap on -the obturator prosthesis 650, This obturator cap (not shown) will then 
preferably also be located in the passage enclosed by the tubular element 651 in order to 
prevent a space forming in which the blood is not flowing or remains stagnant. 

25 Specifically, this could give rise to undestred blood clotting phenomena. That side of such 
an obturator cap, which is not shown, which faces die inside of the vessel 641 will 
preferably have been covered with vascular wall tissue in order, as far as possible, to 
est? <■ \ < eign to dte bod} 

Fig. 28c shows a further embodiment of an obturator prosthesis or portal prosthesis. 

30 As should be clear, a portal prosthesis will have to be closed after the medical intervention 
and will then act as an obturate n d for this reason can also be utilised direct!) 

as an obturator prosthesis if the portal function is not needed. The portal/obturator 
> ost es s si own i 1 ig IZc i esse ia l> iden i.c \l to the sthesis 650 
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shown in Fig, 28 b, with the proviso that the threaded ring $53 indicated by broken lines in 
Fig. 28b is missing and that the Jjdng device in Fig. 28c m provided inside the tubular 
element wit! '< > *F 660 provided with external screw thread 

661 can be screwed tig i kit xva j > m wuh it 

5 being possible to ram t e the cap 6« i.s« very v, p^s bk to make use of the 

snap-fit connection by means of an atmuiar groove 606 and annular rib 607, shown in Fig, 
26, or another coupling, such as a bayonet fitting. 

For fixing, for example, vascular wall, tissue to that side of cap 660 which faces the 
bloodstream, said cap is provided on this side witl? m annular rib with radial passages for 

10 suture, in Fig. 28c this annular rib with radial suture passages is indicated by broken lines 
and provided with reference numeral 662. 

Figs 29a and b show a further variant of an STS anastomosis device, consisting of 
two parts, each of which is individually fixed in die side wall of a blood vessel in a manner 
corresponding to that outlined with reference to Figs 26 and 28, The position in which the 

IS two vessels have each been provided with one part, 670 and 680, respectively, of the 
bowa in Fig. 29a a bo where these parts 670 and 680 

have been Joined to one another is shown in Fig. 29b. 671 and 672 indicate the inner and 
the outer fingers, respectively, of the one anastomosis device 670, ami 681 and 682 indicate 
the inner and the outer fingers, -respectively, of tire other anastomosis device 680. 

20 Anastomosis device 670 is provided with a body 673, formed on the tubular clement, with 
a peripheral slit 674 on the inside, and the tubular element of anastomosis device 680 is 
provided with a body 683 with a peripheral rib 684, which may or may not be interrupted, 
on the outside. The peripheral slit 674 and peripheral rib 684 can together form a snap-fit 
joint, as shown in Fig. 29b. 

25 1 ig 3 s \ t s device 690 The ETB anastomosis device 690 

consists of a tubular element 695 with suture passages, with the aid of which a first blood 
vessel 697 can 'be sutured internally in the tubular element 695 by means of a suture join 
694. The tubular, element 695 has, at the bottom, bottom lingers 692, which display a 
curvature, a bo h the bottom and the top 

3(1 .fingers 692 and 691, respectively, aye held in the axialiy extended, second position by 
means of a sleeve 693. Said sleeve 693 makes it possible to insert the entire assembly of 
sleeve 693, ETE anastomosis device 690 and blood, vessel 697 already fixed therein 
beforehand into a second blood vessel 696, or to slide said blood vessel 696 over the sleeve 
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693, This position is shown in Fig. 30a. When the sleeve is withdrawn upwards in the 
direction of arrow T, first of ail the bottom fingers 692 will move outwards in the radial 
direction and pierce the wall of blood vessel 696. On ftirther withdrawal of the sleeve 693 
in direction T the top fingers 691 will he released and will he able to spring downwards 
uader the influence of the resilient force into the position show in Fig, 30b. When the top 
arm 691 and bottom arm 692 are in line, viewed in the ixiai direction of the tubular 
element 695, the top lingers 691, if these are longer than the axial length of the bottom 
fingers 692, will have been provided with passages 698 for accommodating the ends of the 
bottom fingers 692. Whets the top fingers 691 and bottom fingers 692 are offset with 
respect to one another in the radial direction of the tubular element 695, the pointed ends of 
the bottom fingers 692 will then be able to pass precisely between two sprung-back lop 
fingers 691, 

Fig. 3 1 shows two fttrther advantageous embodiments, in particular with regard to the 
shape of the sleeve to he used with the fixing device according to Section X.3. By way of 
example, the fixing device Indicated in the sleeve according to Fig. 3 la is indicated by 600 t 
corresponding to the indication in Fig. 26, The other reference numerals relating to the 
fixing device 600 itself have been omitted. The sleeve 700 has an end cut off obliquely at 
an angle a at the end where the bottom fingers are located. The angle « will in general be 
45* or more, but can also be in the range from 30° to 45* With this arrangement me 
bottom edge 702 of the sleeve 700 in particular forms a cutting edge, to which end this 
edge will also have been made sharp. The vascular wall fissne can be pierced by the catting 
edge in order to form a passage for fitting the fixing device or fee passage In which the 
fixing device has to be fitted can be made larger, in particular, the end 701 of the sleeve 
700 will have been made sharp for this purpose. Fig, 31b shows a further variant, in which 
the bottom fingers of the fixing device run correspondingly to fee sloping edge 702 of the 
sleeve 700, 

Fig. 32 shows a one-piece ETS anastomosis device 710 according to Section X.3 of 
the application. The ETS anastomosis device 710 consists of a tubular element 711 from 
which a tubular part 712 runs upwards, which tumdar part 712 is able to accommodate a 
blood vessel 713 on the inside. The blood vessel 713 can be clamped against the tubular 
part 712 by means of spring fingers or flange parts 714 and optionally anchored between 
the tubular part 712 and the fingers 714 by means of pointed pans. The fingers 714 can be 
sprung into one direction- of the tubular part 712 under the influence of a pretension present 
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m the fingers 714, for exat lag a memory melah .such as nitlael, oj b> using 

mechanical spring tension, in which latter case a mechanical impediment will be removed. 
However, this can also take place under mechanical action by means of a force exerted 
externally on the fingers 714, such as by .means of a balloon or an element to be forced 

5 between the fingers 714 in the direction of the arrow T. After the blood vessel 71 3 has been 
fixed between the tubular part 712 and the Sogers 714 } the bottom fingers 716 and top 
fingers 71.5 can he brought into an extended position and die assembly as a whole cm be 
fitted in the sleeve 717. It Is also conceivable that the anastomosis device 7 10 is first placed 
in the sleeve 717, that the blood vessel 713 is only then inserted between the tubular part 

1 0 712 and fingers 714 (as shown in Fig. 32a), the fingers 7 1 4 are then pushed in the direction 
of the tubular part 712 (shown in Fig. 32b) and only then is the whole inserted in a passage 
71 S in a vessel wait in a manner corresponding to that described with reference to, inter 
alia. Fig. 26 and the sleeve 717 is withdrawn in the direction of arrow T, This then results 
in the manner already described above fit the join shown in Fig. 32c. 

15 

SECTION 3*4 

Fig, 33 shows a fixing device according to the first aspect of Section X.4 and 
specifically in particular a fixing device of this type for the production of an ETE 
20 anastomosis. 

In Fig. 33 the fixing device is indicated in its entirety by 740. The fixing device 740 
consists of a tubular element 747, which is not much more than a ring with suture passages 
for producing a suture join 742 to one end of a blood vessel 745. The tubular element 747 
continues downwards in a cylindrical inner flange 741. The tubular body 747 and 

25 cylindrical inner flange 741 together form, as it were, one cylindrical body. At its top, the 
tubular element 747 has an outer flange in the form of outer .flange fingers 743 which are 
arranged distributed around the periphery of the tubular element 747, The outer flange 
fingers 743 can assume a fixing position, shown in Fig. 33b, and can be bent, against a 
resilie? o i * < Inch they are extended with 

30 respect to the Inner flange 741, which position is shown in Fig, 33a, and can be held in said 
extended position by means of a sleeve 744. in the extended position with sleeve 744 
irouad hen the o? ' 43 ire in the so-cal > is shown in 

Fig. 33a. In tins fitting position the assembly made up of blood vessel 745, previously 
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sutured via suture Joi» 742, lister flange 741 and sleeve 744 can be inserted ia the end 746 
of a further vessel. The sleeve 744 can then be pulled upwards ia accordance with arrow T, 
alter which the outer flange fingers 743 return to the position shown In Fig. 33b under the 
influence of the resilient force, in which latter position they, together with the inner flange 

5 74 L clamp the end 746 of the vessel 

Fig. 34 shows a variant of the fixing device as shown in Fig. 33, likewise 
corresponding to the first aspect of Section XA. Therefore, fee same reference numerals as 
in Fig, 33 have been used ia Fig. 34 for parts which are -otherwise identical The difference 
between the embodiment according to Fig. 34 and that according to Fig. 33 lies hi the fact 

10 that the sleeve (744 in Fig. 33 5 is missing and in that the fixing device, or at least the outer 
flange fingers 743 thereof, has/have been made from snperelastic metal alloy or an alloy 
with shape memory. In the position shown in Fig. 34 the outer flange fingers 743 are in a 
so-called frozen position. The outer flange fingers 743 can be released from this frozen 
position by heating the outer flange fingers 743 and optionally the emhe fixing device to 

15 above a certain temperature, for example 38 - 4fl*C. Instead of this fee outer flange fingers 
743 can be retained by means of a sleeve 748 with a headed edge, shows by broken lines, 
even after they have bent outwards under a pretension. This sleeve can then he slid 
downwards in order to release the outer flange fingers and then removed upwards, 
downwards or, after cutting open axiallv. laterally. 

20 Fig. 35 shows a further embodiment of a fixing device according to fee first aspect of 

Section X.4, Which fixing device is primarily intended for the production of an ETE 
anastomosis of ends of vessels. The vessels to be joined by their ends are indicated by 745 
and 746. The fixing device 750 consists of a tubular body 753 which at the opposing ends 
of fee tube continues in a first inner flange 751 and a second inner flange 752. The inner 

25 flanges 751 and 752 each form an essentially tabular body. Outer flange fingers 754 and 
755, which as such are comparable with the outer flange fingers 743 in Figs 33 and 34, also 
expend f-om fee fuh^hu ooo\ v \ m .,ini\ i naeis hoe been xnr agamst an 
internal resilient force from a fixing position, shown in Fig. 35b. into the essentially 
r tdia h ' 5 osition shown in Fig. 35 , ' e mter 

30 flange fingers 754 and 755 are, as it were, located back to back. The outer flange fingers 
754 and 755 are held in this baek-to-back position by means of a U-shaped ring element 
75? which is open towards the middle m< ; t nds in the peripheral direction of the tubular 
body 753. The outer flange fingers 754 and 755 are released by removing the ring element 
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757, for example W folding open inward-pointing parts thereof, or by cutting through this 
nng element in m axial direction ssd.&en r emovmg it Under the influence of the spring 
tension which has been generated by bending the outer flange fingers into tbe position 
shown in Fig. 35a, these flange fingers are then able to -return to the position shown in 

5 Fig, 35b m order, together with the inner flanges 75 1 and 752, to clamp the end 745 or 746 
of the vessel concerned. 

Ftg, 36 shows yet a further variant of the fixing device according to the first aspect of 
the Sections X.4. As far as the bottom half is concerned. Fig. 36 shows considerable 
correspondence with the embodiment according to Fig. 33. The difference between the 

10 embodiments according to Fig. 36 and the embodiment according to Fig. 33 lies mainly in 
the way in which the fixing to &e top vessel end 745 is produced. For these reasons the 
reference numerals 74.1, 743, 744, 745, 746 and 747 from Fig. 33 have therefore been used 
again for essentially the same parts. Reference can therefore also be made to Fig. 33 for the 
discussion of tbe .functioning of the parts 741, 743, 744 for fixing vessel end 746, As has 

15 been stated, die difference lies in the way in which vessel end 745, shown as the upper end 
in Fig. 36, is attached. Said upper vessel end 745 is fixed by clamping between an 
essentially rigid outer flange 761, which can be a tabular body closed in the peripheral 
direction, and an inner flange that, can be sprung out into contact with the latter and 
preferably will have been, made up of inner flange fingers 762. Before producing fee join to 

20 vessel end 746, the inner flange lingers 762 can already have been bent into the fixing 
position sho wn in Fig, 36b by pushing an article, such as a ring or cylinder, in the direetion 
of arrow T between the periphery spanned by the inner flange fingers 762, It is also 
conceivable to make the inner flange fingers 762 fissa a supereiastic metal alloy or an alloy 
With shape memory which can be activated. As already discussed above, it is then possible 

25 to 'freeze the inner flange fingers 762 in their position shown in Fig. 36a and to release 
them from this position in order to return to their position shown in Fig, 36b. In this case as 
we 1 1 -it fixing to vessel end 745 can be pt 5 
also conceivable first to produce the fixing to vessel end 746 and only thereafter the fixing 
to vessel end 745. Furthermore, it is also possible to fix the inner flange fingers 762 by 

30 means ol n lime mpie a si vith m utward.l> »~aded edge 

placed between them (compare 748, Fig. 34). 

Fig. 37 shows a variant of the EXE anastomosis, device according to Fig. .34. The 
same reference numerals as in Fig. 34 have been used for corresponding parts. Fig, 37a 
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shows the ETE anastomosis device in a so-called fitting posited and Fig. 37b shows the 
anastomosis device Is a .awaited fixing position. The difference compared with the 
embodiment according to Fig. 34 is mainly that the inner flange 741 Is now also able to 
assume a tit m in which it runs in the di oc lot oi vessel end 746 to he fixed 

S thereto. The inner -flange 741 will preferably have been made up of a number of inner 
flange fingers 74.1 arranged distributed around the periphery of the tubular body 747. The 
mode oi operation ol he nner iange tinge* ! i essend < i d to that of the outer 
flange fingers 743, Both can have been made of a supereiastic metal alloy or an alloy with 
shape memory which can be activated. Fixing to vessel end 745 will once again preferably 

10 take place in advance by means of a suture join 742. Vessel end 746 to be joined to vessel 
end 745 will then be inserted between the. inner flange fingers 741 and outer flange fingers 
743, which are open in a V-shape. The ETE anastomosis device 770 will then he heated to 
a suitable temperature, as a consequence of which fee flange fingers move into the position 
shown in Fig. 37b, the fixing position. In the case of the embodiment according to Fig. 37 

1 $ as wed, mechanical impediments for the inner flange fingers and/or outer flange fingers are 
again possible, for example by making use of sleeves with beaded edges (see what has been 
stated m this regard with reference to Fig. 34 and Fig. 36), 

Fig, 38 shows, as a variant of Fig. 37, a double embodiment with which the two 
vessel ends, that Is to say vessel end 745 arid vessel end 746, are clamped between movable 

20 inner flange Angers 741 and outer flange fingers 743 in the ease of vessel end 746 and 
inner flange fingers 781 and outer flange fingers 782 in the case of vessel end 745. The 
mode of operation of the inner flange fingers 781 and outer flange lingers 782 corresponds 
to that of the Inner flange fingers 741 and outer flange fingers 743 described with reference 
to Fig. 37. 

25 Fig, 39 shows an embodiment of a fixing device according to the second aspect of 

Section X.4. Fig. 39 shows a fixing device 800 which, as shown in Fig, 39, can be used to 
produce a so called LIS >s 

cannula oj i i 1 1 issue, or even for prod cms 

»o-caik 1 sthesis 
30 The fixing device 800 consists of a tubular dement 801 that, delimits a passage 812, 

an outer flange 802, fixed to the tubular element 801, and an inner flange made up of inner 
flange segments 803. The inner flange segments are each mounted on an arm. 804. The 
-irme fc«'>4 \Mih inner flange segments 808 attached thereto trc anv > "ted around 
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the periphery of the tubular dement SOI. The arms §04 are bent inwards by one end about 
a hinge axis SO* such tha wi bia the 

periphery, in particular the inner periphery, of the tabular element 801 , By exerting a torse 
directed radially outwards on an arm, such an ami 804 can be bent towarc 

5 element 801, the inner flange segment 803 attached to the arm 804 moving radially 
outwards in order to overlap the outer flange 802 (Fig. 39b), With this arrangement all 
asms 804 can be bent outwards essentially simultaneously by pressing an auxiliary element 
covering the passage 812 into the passage 812 in accordance with arrow W. fit the case of 
an ETS anastomosis, such a tool can be an assembly pari 809, for example a ring or tabular 

10 assembly part, fixed to the blood vessel 80? to be fixed at the end. The assembly part 809 
shown in Fig. 39a is a tubular body to which a blood vessel 807, which is to be joined at 
the end, has been Axed,, preferably beforehand* by means of suture joins 808. When sitting 
the fixing device 800 the latter will be placed with its outer flange 802 in contact with the 
vascular wall tissue 806 surrounding the passage 814. The arms 804 will then he bent into 

15 an axialiy extended position, for example by pushing the tubular assembly part .809*. to 
which the blood vessel 80? has already been fixed beforehand, into the passage 812. The 
tubular assembly part 809 is provided with a peripheral groove 81 1 for anchoring in the 
tubular element 801 and the tubnlar element 801 is provided with a corresponding 
peripheral rib 805. As can be seen in Fig, 39b, the tabular assembly part 809 will he pushed 

20 into the tubular element until the rib 805 snaps into the peripheral groove 811, it is 
optionally conceivable to push the lingers 803 through passages made in the tubular 
element 801 to the outside, in which case the tabular element could then be lengthened. 

Figs 40a and 40b show essentially the same fixing device 800 as in Fig. 39, but now 
used as fixing device for a cannula 816, working conduit or an obturator cap 813. 

25 Therefore, the same reference numerals have been used for identical parts. The way in 
which the fixing device 800 according to Figs 40a and 40b is positioned is a passage 
surrounded by the vascular tissue 806, which, for example, can be the wall of the blood 
^ e^ ->el o x >r mi the way 

in which this can be carried out in the case of the embodiment according to Fig. 39. The 

30 cannula 816, the working conduit or the obturator cap 8 1 5 can in this respect take over the 
task of the cylindrical ssscmbly part 800. Various medical aids, such a 
instruments, can he fed into the circulatory system, such as a blood vessel or cardiac 
chamber, via the cannula or working conduit. The .-underside of the obturator cap 815 is 
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pmfctMy covered with vascular wall tissue 81? thai can have been fixed to the cap 815 k 
various ways, for example in the maimer described with reference to Fig, 28c. la 

)rme ion with, ii ?ling and 

conduit, it cum be preferable to replace the snap-fit connection. 805 by a screw thread 

5 oani s e 1 ng i r a connect! n vhieh can b mcou >ied md recoopied m some 

other way. In the course of time the vascular wail tissue 81? can grow together with the 
vascular wall tissue 806 between the arms 804 and inner flange segments 803, 

Fig. 41 shows a fUrther variant of the fixing device according to the second aspect of 
.Section X.4 in three positions. This figure actually relates so two fixing devices, i.e. 820 

10 and 821, which together form a pair. Considered individually, the fixing devices 820 and 
821 arc, as far as their mode of operation is concerned, essentially identical to the fixing 
device 800. 807 is the vascular wall tissue, surrounding the passage, to which the fixing 
device 821 is fixed and 806 is the vascular wail tissue, surrounding the passage, to which 
fixing device 820 is fixed. Corresponding to fixing device 800, the fixing devices 820 and 

15 821 are both made up of a tubular element 825 that bears an outer flange 826 and, via anus 
828 which are bendabie about a hinge axis, bears inner flange segments 827. As already 
described with reference to Fig. 30, the fixing devices 820 and 821 will first fee positioned 
with an outer flange 826 in contact with the vascular wall tissue concerned and. a force 
directed radially outwards will then be exerted from the inside on the arms 828 in order to 

20 bring the tuner flange segments 82? into the position shown in Fig, 4 lb. In the case of the 
fixing device 820 this car, foe effected by pressing in a tubular body 823, covered on the 
inside with vascular wall tissue 8 1 7. here and fixing by means of a snap-fit connection 824. 
In the case of fixing device 821 this can be effected by pressing fixing device 820 herein 
until a snap-fit connection 824 snaps home. An STS anastomosis, for example, can be 

25 produced in this way, as can be seen in Fig. 41c from the way in which the vascular wall 
tissue 806 and §07 is shown. 

Fig. 42 shows a third aspect of the invention, according to Section X.4. This figure 
relates to a fixing device for producing an ETE anastomosis between two vessels 851 and 
852 to be joined end to end. The fixing device 850 const i > body 853 

30 and an outer tubular body 854, as well as a clamping sleeve 855. The tubular body 853 is 
inserted in vessel end 851 and the tubular body 854 is then slid over vessel end 851, after 
which ves end 85 > tlxed a means of a 

suture join 856. The tubular body 853 is then inserted in a vessel end 852. The clamping 
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sleeve 855 is then shd downwards tn accordance with arrow W, CI 5 -\o Sf* 1 will 
then press in the axis! direction aoains? die outward-pointiftg fingers SS7. The outward- 
I ith & >" rs 857 have phis 858 at their fee ends. On pushing the clamping sleeve 855 
further, the fmgei 85 wt.il then o int an axiail extent m& the pias 8.58 will 

5 penetn e u th< ^ < ts SS 1 holes 859 t en made in t e inner tubular 

i >dy 853 at he iocatioi oi he pin 858 the pins 858 are able to' pierce impletei 
the vascular wall tissue 852 and extend into the tubular body 853 and preferably act 
protrude into the mi :r> the tubular body 853. The hole 859 can optionally be a tie hole, 
in which case the pointed end of the pin 858 is able to cur! back like a paper staple in order 

10 to anchor in the inside of the vessel wall tissue 852. The clamping sleeve 855 is held in 
place by a rib 860 formed thereon (or optionally a cavity formed .therein) snapping home 
with a cavity 861 (or, if appropriate, rib) formed in. the tubular body 854. 

With regard to the embodiment according to Fig. 42 it is pointed out that when using 
materials which are soluble in the human body it is not absolutely essential to make use of 

15 the pins 858. These could optionally be omitted, in which case pure clamping of the 
vascular wall tissue 852 between a tubular body 853, acting as inner flange, and fingers 
857, acting as outer flange 

With regard to Fig. 42 it should also be pointed out that the blood vessel 851 can also 
be fixed to the inside of 853, and 853 and 854 can then be integrated to give a one-piece 

20 whole. The suture join 856 can then be retained, but movable inner anus can then also fee 
used. 

Fig. 43 shows an embodiment of a fourth aspect of the Invention according to Section 
X.4 in three positions. The embodiment concerned here is in particular a particular 
embodiment of the invention according to Section X.l and X2 of tins Application, Figs 43 

25 eetion of a blood vessel 870 with a spirally wound 

device 70 according to Fig. 6, with flange lingers 72 and 73 (not indicated in Fig. 43) 
extended in the axial direction, therein. The flange fingers 72 and 73 are held in their 
axiail} extei k i >\ it on in means of t sleeve which has been txsal.lj cut open, extends 
over the fixing device t sheen wont in e xea^such 

30 is comparable with the sleeve 1 75 in, for example. Fig. -U. The assembly comprising 70 
and 87! is held together in spiral form by a sleeve £72 which is located around it and 
which is preferably closed in the circumferential direction. The construction 70, 871 and 
872 has the advantage that in this way the fixing device 70 can be fed through narrow 



m 

conduits to Its destination. Ofiee it has arrived at fee deshmtion, the sleeve 8 72 can then be 
pulled away, after which the sanation shown in Fig, 43b remains. If the sleeve f?i, which 
has been cut through in the axial direction. Is then removal by pulling it away in the 
longitudinal direction of the blood vessel W% the bottom md i&p flange fingers 72 and 73 

5 can then, in the manner discussed with reference to Fig. 11, coxae to lie around, for 
example, a valve aramius or, as is shown in Fig. 43c, pierce through the vascular wall 
tissue 871 in accordance with Fig- 14. 

Fig. 44 shows a variant of Fig. 43, where the ring prosthesis used is not so much an 
open ring prosthesis 70 but a version thereof which is closed hi the peripheral direction, 

10 indicated .here, by 875, or an animal or human donor heart valve prosthesis, as shown in 
Fig. 5, A sleeve 876, which in contrast to the sleeve 87.1 can now be closed in the 
peripheral direction, runs over fixing device 875 at the outer periphery. Once again a 
surrounding sleeve 872 is provided in order to keep the whole in the compressed position, 
Once the device has reached its destination, the surrounding sleeve 872 can he removed, 

IS alter which the position shown in Fig. 44b results. The sleeve 876 can then be removed, 
after which the position shown in Fig. 44c results. As should be clear. Figs 44b and 44c are 
very similar to Figs 43b and 43c, respectively. The main difference is that die fixing device 
875 and the sleeve 876 are closed in the peripheral direction. 

With reference to the fixing device 410 in Fig, I S and Fig. 25 or one of the other 

20 fixing devices 420, 430, 440, 450, 460, 470, 480, 45)0 or 500 in Section X.2, or one of the 
other fixing devices in Sections X.3 or X.4, including the fifth and sixth aspect according 
to Section X.4, to be mentioned below, it is also pointed out that, if the respective tubular 
element has an axial cut-through in accordance with Fig. 6, these can also be wound into a 
spiral or, even without such an axial cut-through, can be compressed into a shape as shown 

25 in Figs 44, 45 and 46. Once the device is in position, the arms with pins can then be driven 
outwards, optionally with the aid of a balloon, or it Is even conceivable thai said amis with 
pins are \ t * " < 1 876 or that 

they are made of a metal alloy which can be brought into a pretensioned frozen position. 
Fig. 45 shows a variant of Fig. 43, where the fixing device 875 is held pinched 

30 together in sleeve 876. 

Fig. 46 shows, as a variant to Fig. 44, an embodiment with which the fixing device 
875 and sleeve 876 have been compressed into a star shape. 

Figs 47 and 48 show a fifth aspect of the inventions according to Section X.4. This 
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fifth aspect relates to a particular embodiment of ifee invention according to Section XT 
and Section X.2. What it comes down to is that the tubular or tube-shaped element is made 
up of segments and can thus be fed in a compressed or optionally ribbon-shaped position to 
the destination. At the destination the ring position of the tubular element can be restored, 

5 for example by placing a segment 880 In contact with the surrounding vascular wall tissue 
and engaging in the tissue with this segment This engagement into the tissue can be 
effected by means of puis which pierce the vascular wall tissue, bin also by means oi 
clamping between flanges or at least flange segments, in the embodiment according to 
Fig, 47 the segments 880 are held together by means of a draw cord or tensioning wire 881, 

10 By pulling on the draw cord or tensioning wire 881 the segments 880 automatically come 
closer together in the form of a ring, Pulling on draw cord or tensioning wire 881 can 
optionally take place after the segments 880 have been anchored to the surrounding 
vascular wail tissue. If the passage in the surrounding vascular wall tissue is wider than the 
diameter of the ring of segments 880 shown in Fig. 47b, it is then possible to narrow the 

15 passage through the circulatory system in this way by pulling on the draw cord or 
tensioning wire 88 L litis can be of very great benefit in the case of so-called ring 
prostheses. Ring prostheses are prostheses which are used to reduce the size of the passage 
in a heart valve in connection with a heart valve that is leaking as a consequence of vessel 
widening. 

20 The embodiment according to Fig. 48 differs from that according to Fig. 47 

essentially in that use is made not of a draw cord or tensioning wire but of connecting wires 
891 positioned between the segments 890. These are always individual connecting wires 
891. These connecting wires can, for example, have been made of a superclass metal 
alloy or of a metal alloy with shape memory, such as, for example, nltinoL The advantage 

25 of connecting wires 891 made of such a material is that instead of pulling on the draw cord 
881 it can suffice to heat the connecting wires 891 to above a certain temperature, after 
which the connecting wires 891 will return from a frozen, extended position into a 
shortened position and thus be able to reduce the ring of segments 890 to the smaller 
diameter shown by broken lines in Fig. 48b. This reducing of the diameter can take place 

30 after the segments 890 have been Joined to the surrounding vascular wall tissue or at least 
have been anchored herein, in this way a constriction of the circulatory sjstem at the 
location of the fixing device can again be achieved. With regard to the mode of action of 
connecting wires 891 made from a superelastic metal alloy or a metal alloy with shape 
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memory, which has been outlined here, refeiwee can be made to, for example, 
orthodontics, where stteh wires are also used for exerting forces on teeth to correct the 
position the; <. . 1 e he 1 Miai^ first put m place is order 

then to be heated to abo ve a spec u re, so that the) shorten or shrink arid start « 

5 exert the desire cm >ree on the teeth 

With reference to Figs 49 and 50, which show embodiments according to the sbsth 
aspect of Section X.4, it is also possible to make use or f meats 990 and 9)0, 

which, for example, are joined to one another by means of memory metal or other elastic 
materials. Each element individually contains pins 901 and 911 which have been bent 

10 inwards and which cast he introduced radially through openings 902 asm 912 in. the 
elements 900 and 910 (see Figs 49b and 50a), either by direct exertion of force from the 
inside or by means of the memory function of the pins. This radial movement is 
temporarily counteracted by impediments 903 on the inside or outside of the elements 900 
and 910, which impediments prevent the pins 901 and 911 being able to emerge through 

15 the openings 902 and 912, Said dements 900 and 910 can be mounted on, for example, a 
balloon or expandable auxiliary mstrument -which, for example, is placed in a sleeve and is 
brought into place in compressed form via a narrow access path. After expanding the 
balloon or the auxiliary instrument, the elements 900 and 910 are brought into contact with 
the- widened valve aromlus. After removing an internal or external impediment 903, the 

20 pins 901 and 93 1 located inside are pressed in pairs, or all at the same time, radially 
through the openings 902 in the elements into the surrounding tissue. After decompression 
of the balloon or the auxiliary instrument, die elements assume their preprogrammed 
mutual spacing by means of the elastic connecting means located between them and in 
doing so will constrict the valve opening, in the case of a mitral valve ring the elements 

25 900 and 910 will, usually consist of a fairly straight larger section along the interatrial 
septum, wit > ; ements constructed :ailj in a sort of bean shape, la the 

case of an aortic valve ring, a circular form can suffice, which will consist of three or 
multiples oi ~ x en& hi diments can be projections 903 arranged on a strip 
KM Fhis has ti ivantage t mpediments are re no\ v at the ne time when 

30 the strip 904 is pulled away. 

Fig. 51 shows three embodiments of a seventh aspect of Section XA This seventh 
aspect is a further development of what has already been described in Section X.2, What is 
concerned here is in each case one ring or tubular element 930 with a multiplicity of pins 
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931, fixed to arms, distributed over the periphery, which pins 931, in accordance with the 
subject of Section XX ate able, after the removal of an impediment 932 or 933 or 934, to 
move into a position in which they point radially outwards and m doing w to penetrate or 
pierce the surrounding vascular wall tissue. With this arrangement, in the position ready for 

5 fining, the pins 93 L fixed to arms, are permanently unde spr i nsic gainst the 
impediment 932, 933 or 934, The impediment .-can he a sleeve-shaped body 932 that is 
located inside the tubular body 930, The impediment can also be a sleeve-shaped body 933 
that is located m contact with the outside of the tubular body 930. According to Fig. 51 e, 
the impediment is a securing pin 934, which has been inserted through two passages 935 

10 and 936, which passages 935 and 936 have been made in the pin and, respectively, the arm 
of the assembly 931. Such impediments, for pins 931, which are located entirely or 
partially in the (hollow) wail of the tabular element are not shown. 

Fig, 52 shows, as the eighth aspect of Section X4, a further development of the 
subject of Section X.3. What is concerned here is a fixing device 940 for fixing in a 

I S passage 942 surrounded by vascular wail tissue 94 L The fixing device 940 consists of a 
ring or tabular element 943 on which sloping, top flange fingers 944 are provided at the top 
and sloping bottom flange fingers 945 are provided at the bottom. The flange fingers 945 
and 944 are here in a sloping position in order to make it possible to join* for example, 
another vessel or cannula to the vascular wall tissue 941, which, for example, can be a 

20 small vein, at an oblique angle of 45° or less. The bottom flange fingers 945 and top flange 
fingers 944 are held in a circumferential plane deiemuned by the sleeve 946, which is 
likewise sloping, and, as should be clear, can in tins way be fed obliquely through the 
passage 942. If the sleeve 946 is now pulled away in the direction according to arrow S, 
first of all the bottom flange fingers 945 will spring into contact with the bottom of the 

25 vascular wait tissue 941 under the influence of a spring tension and then the top flange 
fingers 944 will spring against the t *n u " < ■>.-»■. i *■ d t^ie ^ By o »>>n v.sabk 
oblique positions for the bottom flange fingers 945 and top flange fingers 944, a uniform 
distribution of flange fingers around the periphery of the passage 942 can be achieved, 
whici sad t fixing 

30 Fig. 53 shows yet a ninth aspect of the subject of Section X.4, which in fact Is once 

again a further development of the subject of Section X.3. What is concerned here is a 
sleeve 950 arranged around a guide wire 951, in this way by first feeding the guide wire 
951 into the body, the sleeve 950 can then be guided along said guide wire to a specific 
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destination, such as the position where, for example, a fixing device 960 has to be fixed in 
a passage sanwmded by vascular wall tissue. The sleeve 950 has a pointed end to facilitate 
guiding over the guMe wire 95 L Such a pointed end can comprise a multiplicity of 
triangle-like elements 964, which are held together in a pointed shape (in Fig. 53 drawn 

5 only over a h if; ,v\on at th.? sleeve* ieviee 960 

canbrp^ov ti < i i he sleeve 950 i i cylindrie i 

section of the sleeve 950, it being possible, for example, for the sleeve 950 to assume a 
curved shape at the end in order, for example, partially to follow the shape and form of the 
destination vessel, with or without the guide wire therein. However, this is by far from 

10 always being practical For this reason the eighth aspect provides for the fixing device 960 
to be located entirely or, as shown, partially in the pointed end of the sleeve 950, The fixing 
device 960 consists of a tubular or annular element 961 with top flange fingers 962 and 
bottom flange fingers 963 running in a cylindrical pattern mounted thereon, which flange 
fingers follow the tapering wall elements 964 of the pointed end of the sleeve 950. it 

15 should be clear that the fixing device 960 can optionally have been inserted more deeply 
into the pointed end or, optionally, can be located entirely in the pointed end, in which case 
the top San : ftnge 962 could then project somewhat outwards, lying as it were in the 
extension of the bottom flange fingers 963, A further ring 965 is provided on the outside 
around the sleeve 950, and in this case also around the top flange fingers 962, in order to 

20 hold the multiplicity of triangular elements 964 together, preferably some distance away 
from the pointed end. Said ring 965 can also consist of an additional outer sleeve, which 
can be removed in its entirety or in parts. It should also be clear that the assembly showsi in 
Ftg. 53 can also be modified in order to be able to be connected arriving at an angle, 
corresponding to what is shown in Fig. 52. lire top flange fingers 962 can then form 

25 essentially the same pattern as the top flange fingers 944 in Fig. 52 and the bottom flange 
fingers 963 will, if the fixing device 960 is located with the bottom flange fingers 963 
within the pointed end 964 of sleeve 950, not only have a sloping position but will also 
ianer. 



WO 80/44311 



67 

CLAIMS 



SECTION 4,1 

5 I. Cardiac prosthesis fixing device comprising a tubular eiemeat which can be 

accommodated within a valve annul us of a heart and is provided with a bottom Usage and 
a top flange, the bottom and top flanges extending jo the peripheral direction of the tubular 
element, and the bottom and lop flanges having a first position in which they extend 
outwards from the tubular element in order to he able to accommodate the valve annulus 

10 heiween them for fixing the cardiac prosthesis fixing device, characterised in that the 
bottom flange is bent,, or can be bent, reversibfy, against a resilient force, rrom die first, 
position into a second position in which the protection of the bottom flange on a radial 
transverse surface of the tabular element is located essentially on and/or within the 
periphery of the tubular element; 

15 and in feat the bottom flange is r > ei or can be fixed in said second position in such a 

way that the fixing can be released in order to bend back the bottom flange towards the first 
position under the influence of said resilient force. 

2. Cardiac prosthesis fixing device according to Claim !, characterised in that the top 
flange is beat, or can he bent, reversibly from the first position, against a resilient force, 

20 into a second position in which the projection of the top llartge on a radial transverse 
surface of the tubular element is located essentially on .and/or within the periphery of the 
tubular element; 

and in that the top flange is fixed, or can be fixed, in said second position in a manner 
such that the fixing can be released In order to cause the top flange to betid bach in the 
25 direction of the first position under the influence of said resilient force. 

3. Cardiac prosthesis fixing device according to one of the preceding claims, 
characterised in that in the first position the axial spacing between the bottom and the top 
flange, in particular the outside edges thereof, is less than the thickness of the valve 
aatvulus to he accomn : v. * be b - J clamp the valve 

30 between the bottom and top flanges in the assembled position, 

4. Cardiac prosthesis fixing device according to one of the preceding claims, 
characterised in that the bottom and the top fiange in the first position are in a position in 
which they are preteusioned facing towards one another. 
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5 t i < hesis fixing do see according k me oi the precedirg c aiws 
characterised m that the bottom and/or top flange comprises a number of fingers arranged 
distributed around the periphery of the tubular element and separated from one another by 
incisions, cm-outs or folds. 

5 6. Cardiac prosthesis fixing device according to one of the preceding claims, 

characterised in that the tabular element is integrated with a valve or ring prosthesis or 
with a, preferably round or cylindrical, housing thereof. 

i prcsi < i si r 1 v c 1 i > * i 

characterised in that the tubular element is provided with a lower limit in order to prevent a 

10 valve prosthesis positioned in the tubular element after implantation of the cardiac 
prosthesis fixing device from becoming detached in the downward direction from the 
tabular element and/or with a top closure in order to prevent a valve prosthesis fitted in the 
tabular element after implantation of the cardiac prosthesis fixing device from becoming 
detached in the upward direction from the tubular element 

IS 8. Cardiac prosthesis fixing device according to Claim 7, characterised in that the 

lower limit can comprise a stop, such as an inward-pointing rib extending in die peripheral 
direction, arranged inside the tubular element at the bottom thereof. 

5). Cardiac prosthesis fixing device according to Claim 7 or Claim 8, characterised in 
thai -the top closure comprises a screw ring or snap-fit ring and/or resilient lips. 

20 1 0. ( m dc\ ice according to one of Claims 7 - 9, characterised in 

that the valve prosthesis can be accommodated in the tubular element such that it is 
rotatabfe about its longitudinal axis, for example by means of a screw thread connection, a 
bayonet fitting or an Interacting assembly of a peripheral recess in the one part and one or 
more ribs on the other part, the cardiac prosthesis fixing device furthermore preferably 

25 being provided with a twist lock in order to be able to fix the tubular element and the valve 
prosthesis in a desired position with respect to one another. 

11. Cardiac prosthesis fixing device according to one of the preceding claims, 
character! ed in that the I £ illy arranged in accords 

with a sinusoidal pattern in the peripheral direction of the tubular element. 

SO 12. Car t ce a ding > Claim 1 1, c « in t at the 

sinusoidal ; sve a length of three sine periods teg ircumfereace 

of die tubular body. 

13. ( ardiac prosthesis Ixh > o >ne oi the preceding claims, 
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characterise 

wave-shape< f ' ! i periods 

14. Cardiac prosthesis fixing device according to cm- of the preceding claims, 
wherein the valve aonulus to be accommodated between the bottom and top flanges has a 

5 nne~v»a\e hap; three txruvb k-nc, khamonmsed m that fee top and bottom flanges 
>t for clamping the sine wave boughs of the valve ammlus, which 
flange segments are preferably positioned approximately 120* span, 

15. Cardiac prosthesis fixing device according to one of the preceding claims, 
wherein the valve anaums to be accommodated between the bottom and top flanges has a 

10 sine-wave shape three periods long, characterised in thai the top and bottom flanges 
comprise flange segments for clamping the sine wave peaks of the valve annuius, which 
mge segments are preferably positioned approximately 120° apart, 

16. Cardiac prosthesis fixing device according to one of the preceding claims, 
wherein the valve annums to be accommodated between the bottom and top flanges has a 

15 sine-wave shape three periods long, characterised in that fee top and bottom flanges 
comprise flange segments for clamping the sine wave origins of the valve annalus, which 
flange segments are preferably positioned approximately 60° apart, 

17. Cardiac prosthesis fixing device according to one of the preceding claims, 
characterised in that die outer surface of the tubular element is concave* 

20 18. Cardiac prosthesis fixing device according to one of the preceding claims, 

characterised in that fee bottom and/or top flange or fingers of the bottom and/or top 
flanges is/are provided with anchoring means, such as barbs, points or roughenings, for 
anchoring in the valve aonulus. 

19. Cardiac prosthesis fixing device according to one of fee preceding claims, 
25 characterised in that said device further comprises fixing means for releasably fixing the 

bottom and/or top flange in fee second position. 

20. Cardiac prosthesis fixing device according to Claim 19, characterised in that the 
fixing means comprise at least one annular element such, as a sleeve, ring or suture, which, 
when in the second position, are placed or can be placed around fee bottom and/or top 

30 flange. 

2\ Cardiac >rding to Claim 19 a rised in that the 

fixing .means comprise a sleeve in which the tabular element with the bottom flange in the 
second position and optionally the top flange in fee second position can be accommodated 
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or have been accommodated In such a my tlmt the tobniar element, fee bottom flange and 
the opticas! fop flange can be pushed out of the sleeve by retracting the sleeve from the 
tubular element in the longitudinal direction facing awa> ;» i but >?n flange, 

11 Carduu pi ee according to Claim 1° or 20, characterised in 

5 ihata^Mv srosthesis is itte tr eksm* > uvi ii > 

md the two 

ends of the suture run over the outside of the tub \ \ 

tubular element to that side of the tubular element which faces, away from the bottom 
flange in order to be fixed in place at that side or beyond that end, ii being possible to 
10 remove the suture after detaching the one end of the suture by pulling on the other end of 
fee suture and those parts of the suture running over fee tubular element preferably being 
guided in guide means, such as small tubes or conduits, 

SECTION 4.2 

15 

23. Prosthesis fixing device comprising a tubular element intended to lie, when the 
prosthesis fixing device is in the fitted position, wife the outside in contact with the 
peripheral wall of part of the circulatory system and to accommodate a prosthesis, such as a 
valve prosthesis, inside if, the tubular element having pins arranged distributed arotmd the 

20 periphery, which pins penetrate the peripheral wall when the device is in fee fitted position, 
characterised in that each pin is arranged on an arm which is attached by one end to fee 
tubular element in a manner which permits swinging around a hinge axis, such as via a fold 
line or bending line, and in that fee arms and pins are movable, by swinging about the 
hinge axis, from an insertion position, in which they are essentially located inside fee 

25 tubular element into a fixing position in which at least the pms. viewed i t u\ ladhd 
direction, project outside the tubular element. 

24. Pros ding to Claim 2 i i 

pins vue kx tin > en* in the insertion 

position and n I the tubular eleme 
30 the piss in the radial direction, in particular slit-shaped passages extending in the 
longitudinal direction of the arms, such that the. pins are able to emerge through these 
passages on swinging from the insertion position into the fixing position. 

25. Prosthesis fixing device according to Claim 23 or 24, characterised in that the 
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arms, viewed in the : ; : idinai direction of the tabular, element, extend essentially in said 
longitudinal direction. 

26. Prosthesis fixing device according to one .-of Claims 23 - 25, characterised in that 
each arm has at least two pins. 
5 27, Prosthesis fixing device according s is 23 - 2 sed in that 

the arms, viewed from the hinge axis, point away iron? the bean in the insertion position. 

28, Prosthesis fixing device according to one of Claims 23 - 27, characterised in that 
the tabular element has a bottom and/or top flange extending in the circumferential 
direction of the tubular element, which flange, at least in the fitted position, projects 

10 outwards with respect to the tubular element in order to come into contact with, or at least 
to overlap, the bottom or, respectively, the top of surrounding vascular wail tissue, such as 
the valve a&nuius. 

29. Prosthesis fixing device according to Claim 28, characterised in that the bottom 
or, respectively, top flange has a number of flange fingers separated from one another by 

IS incisions, cut-outs or folds and arranged distributed around the periphery of the tubular 
element. 

30, Prosthesis fixing device according to one of Claims 23 - 29, characterised in that 
the tubular element is provided with a lower limit in order to prevent a prosthesis, such as a 
valve prosthesis, placed In the tubular element after implantation of the prosthesis fixing 

20 device from detaching from the tubular element in the downward direction and/or with a 
top closure in order to prevent a prosthesis, such as a valve prosthesis, placed in the tubular 
element after implantation of the prosthesis fixing device from detaching from the tabular 
element in the upward direction. 

3 1 . Prosthesis fixing device according to Claim 30, characterised in that the lower 
25 limit comprises a stop arranged inside the tubular element at the bottom thereof, such as an 

j motion. 

32. Prosthesis fixing device according to Claim 30 or 3 1 , characterised in that the top 
closure comprises a screw ring or a soap-fit ring and/or resilient Snap^fit lips. 

33, Prosthesis fixing device according to one of Claims 30 - 32, characterised in that 
30 i osthe is can be a rned about 

its longitudinal axis, for example by means of a screw thread connection, a bayonet 
connection or a con bi < - sne or more ribs on 

the other part interacting therewith, the prosthesis fixing device preferably also being 
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provided with a twist Sock in order to be able to fix fee tabular body and fee valve 
prosthesis in a desired position with respect to one another, 

34 Prosthesis fixing device according to one of Claims 23 - 33, characterised m that 
the arms an On ar< mge - iaialb cc iance with a sine wave-like 
5 pattern in the 'emew, 

35. Prosthesis fixing device according to Claim 34, characterised in feat the sme 
wave path has a length of three sine periods together spanning the periphery of the tubular 
body, 

icsi i ie* v. § " ms 23 15 charaete i i 

10 the tubular element is a sine- wave-shaped ring or sine- wave-shaped cylindrical element 
with three sine wave periods. 

37. Prosthesis fixing device according to one- of Claims 23 ~ 36, characterised in that 
the arms provided with pirn have been bent, or caa be bent, against a resilient force from 
m initial position, corresponding to essentially fee fitted position, into fee insertion 

15 position and are fixed or caa be fixed in said insertion position in such a way feat the fixing 
can be released hi order to cause the arms provided with pins to bend back to, or at least in 
the direction of, the fined position under the influence of the resilient force, 

38, Prosthesis fixing device according to one of Claims 23 - 37, characterised in that 
at least part of fee external surface of fee tubular element is concave. 

20 39. Prosthesis fixing device according to one of Claims 23 - 38, characterised in feat, 

the tubular element is provided with two or more rows of arms, provided with pins, 
running ii I direction. 

SECTION 43 

25 

40. Fixing device for fixing to vascular wall tissue, comprising a tubular element 
which can be accommodated within a passage surrounded by vascular wail tissue and is 
provided v 1 it \ i ' v r 

element md i i 1 s 

30 element, fee bottom ant top fin t positiot \ whic they >roject nuwaras 

from the tubular element with respect to the axial direction of fee tubular element in order 
to be able to accommodate between tltem the vascular wall tissue surrounding the passage, 
characterised in that both the bottom and the top fingers have been bent aside, or can be 
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bent aside, revemi% against a resilient force, fiom the first position into a second position 
la which the projection of the bottom and top finger on a racial transverse surface of the 
tubular element is located esssmiairy on and/or within the periphery of the tubular element; 
and in that the bottom and top lagers are feed or can be fixed in said second 

5 position, by a sleeve in which the tubular element and the bottom and top fingers which arc 
in the seeon av<. > en accommodated or can be accommodated such dial the 

tubular element, the bottom fingers and the top fingers can fee slid ont of the sleeve by 
sliding die sleeve in the longitudinal direction of the tubular element, in order to allow the 
bottom and top fingers to return to die first position. 

10 41. Fixing device according to Claim 40, chseacterised m. that the bottom and top 

fingers extend essentially axialiy in opposing directions in the second position. 

42. Fixing device according to Claim 40 or Claim 41, characterised in that the bottom 
and top fingers, in die first position, extend in the radial direction with respect to the 
tabular body, 

! 5 43 . Fixing device according to one of Claims 40-42, characterised in that the sleeve 

lias an end which is sloping, tapered, pointed or curved with respect to the axial direction 
thereof, 

44, Fixing device according to one of Claims 40 - 43. characterised in i 
the bottom fingers span, with their ends, a surface which is sloping, tapered, pointed or 
■20 curved with respect to the axial direction of ahe sleeve when the arms are in the second 
position, 

45 , Fixing device according to one of Claims 40 - 43 characterised in that the bottom 
and/or the top fingers have pointed ends. 

46. Fixing device according to one of Claims 40-45, characterised in that the bottom 
25 and/or top fingers, in their first position, define a flange surface extending uninterrupted or 
with interruptions around the tubular element 

4? 1 bring de% ice according to one of Chums 43 • 46 * ' the first 

position the as $! we< v. * no > n i ge : n particula tht end 

thereof less than me thickness of the w.seula i to tc< <mmodated between 

30 them in otdej m be able to clamp the vascular wa ti sue >e ween the bottom and top 
fingers in the fitted position. 

48. Fixing device according to one of Claims 40 - 47, characterised in that in the first 
position the bottom and top fingers are pretensioned and face towards one another. 
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49. Fixing device according to one of Claims 40 - 48, cftaraetmstal in &at the tubular - 
element is provided wife a tower limit m order to prevent a prostheses, such as as obturator 
cap or val ve or vascular prosthesis- or cannula or working conduit* placed in the tubular 
element after implantation of the fixing device from detaching from, the tubular element in 

5 the downward direction and/or with a top closure in order to prevent a prosthesis, such as 
axj obturator cap or valve or vascular prosthesis or cannula or working conduit, placed in 
the tubular element after implantation of the fixing device from detaching from the tubular 
element in the upward direction. 

50. Fixing device according to Claim 49 m combination whin the characterising par. 
10 ofCIaim8or9, 

51. Fixing device according to Claim 49 or 50, characterised in that the prosthesis, 
such 'as an obturator cap or vascular prosthesis or cannula or working conduit, can be 
accommodated in the tubular element such that it can be turned about its longitudinal axis, 
for example by means of a screw thread connection, a bayonet connection or a combination 

15 of a peripheral recess in the one part and one or more ribs on the other part interacting 
therewith, fee fixing device preferably also being provided with a twist lock in order to be 
able to fix the tubular element and the prosthesis, such as an obturator cap or vascular 
prosthesis or cannula or working conduit, in a desired posi tion wife respect to one another, 

52. Fixing device according to one of Claims 40-51 in combination with the 
20 characterising part of one or more of Claims 17 - 22. 

53. Assembly of a fixing device according to one of the preceding claims and an 
obturator cap, which can he accommodated therein, for occluding the passage surroxmded 
by the tubular or tube-like element, wherein the obturator cap is preferably covered on one 
or both sides with vascular wail tissue, pericardium, vascular prosthesis or anti-clotting 

25 material. 

54. Fixing device according to one of Claims 40- 53, wherein the outer flange 
fingers, and/or the inner flange lingers, are made from a sap • :la uc metal alloy or an alloy 
with a shape memory which has been activate&'ean be activated by heat, such as a nickel- 
titanium alloy, tor example mihxsL 

30 

SECTION 4,4 



? 5 , Fixing dos 1 n g to fee end of a vessel, comprising: 
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a tabular body having an tenet flange formed teereon for accommodating in the 
interior of the end of the vessel; 

an outer flange to be located, in a fixing position, around die end of the vessel, 
around and te contact with the outside of the vascular wail tissue, which outer flange, in 
5 said fixing position, runs around the inner flange and overlaps the latter, the outer flange 
being hendabie or bent from the fixing position, against a resilient force, into a 
pretensioned fitting position located further away from the inner flange, and the outer 
flange, in said pretensioned fitting position, being SxabSe or fixed in such a way that said 
fixing can be released in order to cause the outer flange to bend back in the direction of the 
1 0 fixing position under the influence of the pretension, 

56. Fixing device according to Claim 25, wherein the inner flange is bendabie or has 
been bent from the fixing position, against a rosflient force, into a pretensioned fitting 
position located a greater distance away from the outer flange, and the inner flange is 
fixahle or has been Axed te said pretensioned fitting position in such a way that said fixing 

I S can be released in order to cause the inner flange to bend back in tee direction of tee fixing 
position under tee influence of the pretension. 

57. Fixing device according to Claim 55 or 56, wherein the outer flange, and/or tee 
inner flange, are/is made from a supereiastic metal alloy or an alloy with a shape memory 
which has been activated/can be activated by heat, such as a nickel-titanium alloy, for 

20 example nitinoi. 

58. Fixing device according to one of Claim 55 - 57, wherein, in the fitting position, 
the outer flange extends in a direction essentially opposed to that of the inner flange and 
wherein the outer flange is fixed or is fixable in the fitting position by means of a sleeve te 
which the outer flange is accommodated. 

25 59. Fixing device according to one of Claims 55 - 58, comprising two of said hater 

flanges which extend essentially in the extension of one another and comprising two of 
said outer flanges which in the fitting position are essentially transverse to the inner 
flanges, with the outsides facing one another. 

60. Fixing device according to Claim 59, comprising a U-shaped annular element 
30 opening towards the middle, in which the ends of the outer flanges can be accommodated 

or are accommodated in the fitting position. 

61, Fixing device according to one of Claims 40 - 58, wherein the tubular element is 
provided all round with suture passages. 
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62, Fixing device for fMag in .a passage sarroxtnded by vascular wall tissue, 
comprising: 

a tarn ! mits a passage, 

an outer flange on the tubular element to come into contact, at the access side of the 

5 passage, with the vascular wall tissue sarmunding fee passage, 
at las < ! e gments, 

therein ea i jedon an asm, one end of which is attached to 

the tubular element in a manner which allows swinging about a hinge axis, such as via a 
fold line or bending line, md 

10 wherein the arms and flange segments are movable, by swinging about the hinge 

axis, from an insertion position, located essentially within the outline of the passage, into a 
fixing position in which the inner flange segments, overlapping the outer flange, can come 
into contact, on that side of the passage which faces away from the access side, with the 
vascular wall tissue surrounding fee passage. 

IS 63. Fixing device according to Claim 62, characterised in that the inner flange 

segments and/or arms are located within the longitudinal boundaries of the tubular element 
in the insertion position and in that the tubular element and/or outer flange is provided wife 
radial passages located alongside fee inner flange segments and/or arms in the radial 
direction i 

20 arms, such that the inner flange segments and/or arms emerge through these passages on 
swinging from the insertion position into the fixing position. 

64 . Fixing device according to one or more of Clanrs 62-63, (. 

inner flange segments and/or arms have been bent, or can he bent, against a resilient force 
from .an initial position corresponding to essentially the fitted position into fee insertion 
25 position and are fixed or can be fixed in said Insertion position in such a way that the fixing 
cm be released In ordf u cause he n e nts and/or arms to bend back to, or 

at least in the direction of, the fitted position under the influence of the resilient force. 

65. Fixing device according to one or more of Claims 62 - 64, characterised in that 
the nines fl s it and < i urns <.an be fixed in an is sen on p< s don by means of a 

30 sleeve and/or an assembly of securing pins, which can be located on the outside, in the wall 
or on the inside of the tubular element, optionally making use of one or more passages 
through the inner flan sej nents and/or arms, such that by sliding the sleeve and/or 
securing pins In th i * 1 1 > , mem 
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and/or arms can be slid out of'ihe sleeve and/or securing pins in order to allow the inner 
meats asd/or arms to return n t ? | >sition> 

66. Fixing device according to one or niore of Claims 62-65, wherein the inner 
flange segments and/or anus aie made from a supereiastic metal alloy or an alloy with a 

5 shape memory which has been activated/car* be activated by heat, mm as a nickel-titanium 
alloy, for example aitmoL 

67. Fixing device according to Claims 62 - 66, characterised in that the tubular 
element, is provided with a lower limit in order to prevent a prosthesis, such as an. obturator 
cap or vascular prosthesis or cannula or working conduit, placed in the tubular element 

10 after implantation of the fixing device from detaching from the tubular element In the 
downward direction, and/or with a top closure in order to prevent a prosthesis, such as m 
obturator cap or vascular prosthesis or cannula or working conduit, placed in the tubular 
element ; after implantation of the fixing device from detaching from the tubular element in 
the upward direction. 

1 5 68. Fixing device according to Claims 62 - 6? in combination with the characterising 

part of Claim 8 or 9. 

69 . Fixing device according to Claim 62 m 68, characterised in that the prosthesis, 
such as at) obturator cap or vascular prosthesis or cannula or working conduit, can be 
accommodated in the tubular element such that it can be turned about its longitudinal axis, 

20 for example by means of a < ' m, a bayonet connection or a combination 

of a peripheral recess in the one part and one or more ribs on the other part interacting 
therewith, the tixmg device preferably also being provided with a twist lock in order to be 
aBie to fix the tabular element and the prosthesis in a desired position, 

70. Fixing device according to one of Claims 62 - 69 in combination with the 
25 characterising part of one or more of Claims 17 - 22. 

71. Assembly of a fixing device according to one of the preceding Claims 62 - 70 and 
an obturator cap, which can be accommodated therein, for occluding the passage 
surrounded by the tubular or tube-like element, wherein the obturator cap is preferably 
covered on one or both sides with vascular wall tissue, pericardium, vascular prosthesis or 

30 anti-clotting material 
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